
Washington
June 28, 2001
Mr. Tony Medrano
Regional Quality Assurance O f f i c e r
EPA Region V I E , 8 T M S - Q
999 18 th Stree t , S u i t e 500
Denver, CO 80202
REF: RAC No. 68-W7-0039

W A N o s . 004-RICO-089R, 007-RICO-085G, 009-RICO-085G
SUBJECT: Quality Assurance Audit o f Paragon Analy t i c s , Inc.
Dear Tony:
Attached is the Paragon Analyt i c s , hie. laboratory audit report prepared by Washington Group
International, Inc. Washington Group has a service agreement with Paragon Analyt i c s for
analytical services under our RAC. Washington Group has utilized Paragon for metals analysis
of Vasquez B l v d / I - 7 0 OU1 soils and investigation derived waste, as well as metals, vo la t i l e
organics, semivolati le organics, and p e s t i c i d e s / P C B analyses of hitermountain Was t e Oil
Refinery waste samples.
We will forward documentation of corrective actions comple t ed to address the audit f ind ing s . If
you have any questions regarding this audit, please contact our Quality Assurance Manager, Paul
Bell , at (303)843-3204.
Sincerely,

Marta Green
RAC Program Manager

Attachment

Cc (w/a t tach): B. Lavelle , 8EPR-SR
L. L l o y d , 8EPR-SR
M. Goldade , 8EPR-SR
P. Bel l , Washington Group
A. Sacha, Washington Group

Cc (w/o attach): J. Powe l l , 8EPR-SR

5555 Greenwood Plaza Blvd., S u i t e 100 • Engl ewood , Colorado USA 80111 • P.O. Box 5888 • Denver, Colorado USA 80217Phone: (303) 843-2000 • Fax: (303) 843-2208 • www.wgint.com
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Paul Bell
From:Sent:To:Cc:S u b j e c t :

Paul Bell [ p a u l . b e l l @ w g i n t . c o m ]T h u r s d a y , July 12, 2001 1:08 PMDebra H e n d e r e r [ h e n d e r e r @ p a r a g o n l a b s . c o m ]M a r t a Green; Apri l SachaOverdue Audi t Response

Dear M s H e n d e r e r ,
C u r r e n t l y P a r a g o n A n a l y t i c s r e s p o n s e t o W a s h i n g t o n G r o u p I n t e r n a t i o n a l , I n c . Q u a l i t y
Assurance A u d i t Repor t No. R A C - V - G 1 - 0 1 i s overdue. It i s urgent tha t your r e spons e i s
s u b m i t t e d to u s on t ime . Our c l i e n t the US EPA R e g i o n 8 Q u a l i t y A s s u r a n c e M a n a g e r has
inqu ir ed r e g a r d i n g your r e s p o n s e . T h e d e f i c i e n c i e s no t ed d u r i n g t h e a u d i t a n d t h e f o r m a lcorre c t iv e a c t i o n s b e i n g f o r m u l a t e d by your company are i m p o r t a n t to us and our c l i e n t .
S i n c e we have not rece ived your r e s p o n s e or a reques t for an e x t e n s i o n , our c l i e n t the US
EPA has voiced some concerns r e g a r d i n g the s t a t u s , d i s p o s i t i o n , and f o r m a l correc t ivea c t i o n s r e g a r d i n g t h i s a u d i t . As you are aware i t i s i m p o r t a n t to m a i n t a i n good w o r k i n gr e l a t i o n s h i p s w i t h o u r c l i e n t s , t h e r e f o r e p l e a s e p r o v i d e W a s h i n g t o n G r o u p I n t e r n a t i o n a l
the s t a t u s o f your r e s p o n s e , and the d a t e in which your r e s p o n s e w i l l b e s u b m i t t e d .

S i n c e r e l y ,
Paul Bel l
W a s h i n g t o n G r o u p I n t e r n a t i o n a l , I n c .
R e g i o n a l Q u a l i t y A s s u r a n c e M a n a g e r



Washington

J u n e 08,2001
Debra H e n d e r e rQ u a l i t y Assurance ManagerParagon A n a l y t i c s , Inc .225 Commerce DriveFort C o l l i n s , CO. 80525
SUBJECT: Washington Group Internat ional , Inc. Qual i ty Assurance A u d i t Report No. •RAC-V-01-01 of Paragon Analytic s , Inc.
Dear Ms. Henderer.
Enclosed for your review and subsequent response is the W a s h i n g t o n G r o u p Internat ional Inc. Qual i tyAssurance A u d i t Report No. RAC-V-01-01 of activities at Paragon A n a l y t i c s , Inc. located in Fort C o l l i n s ,Colorado. The audit was conducted on May 08, 2001, to veri fy, by examination and evaluation ofobjective evidence, the ab i l i ty of your Laboratory to provide Chemical Analyt i ca l Analy s i s . In add i t i on ,the scope of this audit was inclusive of ver i fying Paragon Analytics', Inc. capab i l i ty to p er f orm work ass t ipula t ed in the October 18,1999 Subcontract 1D9-4994-SC01.
Based on the overall results of the audit, and in the opinion of the audit team, it appears that ParagonAnalyt i c s , Inc. has some minor programmatic prob l ems as i d e n t i f i e d in the attached report that wi l lrequire immediate corrective action.
T h i s audit inves t igat ion covered (2) separate scopes of work. Since each of the respective work scopeswere uniquely interrelated, the audit report is there fore subdivided into subsections which are inclusiveof the f o l l ow ing:

1. Compliance to current Chemical QA Program and a p p l i c a b l e EPA requirements
2. Compliance to exist ing Subcontract 1D9-4994-SC02 Items

The audi t resulted in seven (7) Q u a l i t y F i n d i n g s and two (2) Observations, which are documented in theattached report. U p o n comple t ion of corrective action i m p l e m e n t a t i o n of each itemized post-awardsurvey item, those items sha l l be forwarded with object ive evidence with the comple t ed auditresponses. It should be emphasized that the f o l l o w i n g items must be addressed in a concise mannerfor each of the Qual i ty F i n d i n g s and Observation:
a. The s t eps , which have or will be taken to correct the condition reported;b. The root cause that led to the condition reported;c. The s t eps taken to prevent recurrence;d. Lessons learned (if a p p l i c a b l e ) ;e. The dates when indicated action was or will be completed.

5555 Greenwood Plaza Blvd.. Suite 100 • Engtewood. Colorado USA 80111 • RO. Box 5888 • Denver, Cotocolo USA 80217Phone: (303) 843-2000 • For. (303) 643-2208 • www.wgirtam
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^Washington
Corrective Actions to all items requiring response shall be both concise and to the point.
The "original" audit report is attached for di s tr ibut ion to the a p p r o p r i a t e personnel for inclusion of therequired responses. Please submit your responses in the spaces provided on the attached "original"form. The or ig ina l f orm should then be transmitted back to the Regional Qual i ty Assurance O f f i c e forevaluation.

S h o u l d you have any questions regarding our approved vendor program, p l ea s e contact me at (303) 843-2022.

Sincerely,
W a s h i n g t o n G r o u p international
David C. Lambert /SU^. &——^ f c ^ j C

DCL

5 5 5 5 G r e e f N W o d P ( a z a B W . , S u t e 1 0 0 « E o a l e v i « o d , C o l o f a c J o U S A 8 0 1 1 1 * P.O. Box5888 • Denver,Cotorado U S A 8 0 2 t 7
Phone: (303) 843-2000 • Fax: (303) 843-2206 «vww.wgirt.cxjm
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01____________________________________________Date 05/08/01
TO: Ms. Debra Henderer
FROM: David C. Lambert
L E A D A U D I T ^ _( S i g n a t u r e ) /jutj&yYr. £.—.-#11 ULss\A C.
AUDIT DATES: May 08, 2001
R E S P O N S E DUE D A T E : July 8, 2001
O R G A N I Z A T I O N W a s h i n g t o n G r o u p Int erna t i ona l , I n c . (Denver Regional O f f i c e )
A C T I V I T Y A U D I T E D : Paragon A n a l y t i c s , I n c . Laboratory Q u a l i t y Assurance Act iv i t i e s
P U R P O S E / S C O P E : The scope of this audit was to evaluate Paragon A n a l y t i c s Inc. i m p l e m e n t a t i o n oflaboratory qua l i ty program for activities and environmental t e s t ing protocol s being per formed at theirf a c i l i t y in Fort C o l l i n s , CO. T h i s audit was p e r f o rmed in s u p p o r t of the U.S. EPA Response ActionContract (RAC). These p r o j e c t s are inclusive of the Vasquez Boul evard/ ln t er s ta t e -70 (VB/1-70) site inColorado, the I n t e r m o u n t a i n Waste Oil Refinery (IWOR) and the Eureka Mills site in Utah. The auditwas initiated to v e r i f y compliance with Quality Assurance guidel ines s p e c i f i ed in both the VB/l-70
Phase NIB QAPP and the IWOR Phase I QAPP.
AUDIT TEAM: - Team Leader - D. C. Lambert- Audi t o r - P. M. Bell- S u b j e c t Matter Expert - A. Sacha
P E R S O N N E L C O N T A C T E D D U R I N G A U D I T :

Name J j t i e
See Attachment s A and B

S U M M A R Y :
The purpose and scope of the audit was presented at a pre-audit conference held on May 08, 2001 , atParagon A n a l y t i c s facility located in Fort C o l l i n s , CO. The audit was p er f ormed in accordance with awritten checklist of a p p l i c a b l e laboratory QA program requirements. The audit results were derivedbased on interviews of personnel, review of records and logbooks, inspection of instruments, and theevaluation of QA Program procedure i m p l e m e n t a t i o n . Audit result s were pre sented to the a p p r o p r i a t eParagon A n a l y t i c s , Inc personnel at the pos t-audit conference he ld on May 08, 2001.
The audit resulted in seven (7) minor F i n d i n g s and two (2) Observations which are inc luded in theattached report. W i t h the except ion of the noted F i n d i n g s and Observations, the audi t ed Laboratory
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01 -01 Date 05/08/01
QA Program elements and criteria were determined to be in compliance with the QA programrequirements and e f f e c t i v e l y i m p l e m e n t e d .
The audi t team would like to thank all Paragon personnel contacted dur ing the course of thi s audi t .
The f o l l o w i n g good laboratory practices or noteworthy items were observed dur ing the auditinves t igat ion and all r e spons ib l e personnel should be commended for the ir p r o f e s s i o n a l i s m .
• All employee s are prov id ed with dosimeter badges to be worn whi l e in radiation areas.• General laboratory housekeeping was good throughout the laboratory.• Current staffing l ev e l s and evening/weekend coverage are ex c e l l en t in regards to urgent turn-around times.• Internal Chain-of Cus t ody f orms used for s a m p l e receipt to a n a l y s i s to archival to d i s p o s a l areorganized and fully implemented.• Good chemical hygiene was observed by the use of MSDS sheets, clear l a b e l i n g of chemicals,solvents and s tandards . Containers in use were noted to retain the a p p r o p r i a t e custody log-outdocumentation inclusive of the analys t i n i t i a l s and opened date on the container.• The waste generation and di spo sal program currently in place is outs tanding.• All customer service provided to date by the Project Manager has been exce l l ent .

In conclusion, the Paragon Analyt i c ' s Laboratory s ampl e analys i s and data va l ida t i on i s withinacceptable l i m i t s to meet W a s h i n g t o n G r o u p Interna t i ona l Inc. needs, provided the d e f i c i e n t itemsaddres sed throughout this aud i t report are s a t i s f a c t o r i l y corrected and ver i f i ed through f o l l o w - u p .
1 . O R G A N I Z A T I O N A N D R E S P O N S I B I L I T I E S

The organizational structure is adequately described in the Paragon Analytic s LQAP, Section 2,and f u r t h e r i l l u s t r a t e d in A p p e n d i x A of the LQAP. Act iv i t i e s and r e s p o n s i b i l i t i e s are f u r t h e rd e f i n e d and de l inea t ed in the LQAP.
S a t i s f a c t o r y compliance.

2 . L A B O R A T O R Y Q U A L I T Y A S S U R A N C E PROGRAM
The Paragon Analytics ' Laboratory Qual i ty Assurance P l a n (LQAP Revision 4, dated 02/99)was reviewed. The frequency of internal reviews and revisions to the LQAP as stated are notbeing p e r f o r m e d within the e s tabl i shed frequency of once every two years. Review of ParagonAnaly t i c s LQAP indicated that many stated procedural requirements are not currently beingpracticed in the laboratory. A review of LQAP Sec t i on 16.2 revealed that Paragon wasprevious ly c la s s i f i ed as a small quantity waste generator whereas now, Paragon is c las s i f ied asa large quant i ty waste generator. F u r t h e r review of Paragon LQAP, Sect ion 15.1, stated that alllaboratory employee s who engage in laboratory ac t iv i t i e s are required to submit to annualphys i ca l examinations in accordance with the Laboratory's M e d i c a l S u r v e i l l a n c e Program.

Page 2 of 7
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
_______________________________________________________Date 05/08/01

N i n e (9) Laboratory Standard Operating Procedures ( S O P s ) were reviewed. SOP 409,Revision 0, (PCB Analys i s), and SOP 525, Revision 4, (GC/MS VOA A n a l y s i s ) were not up-dated b i-annual ly as s p e c i f i e d in Paragon LQAP Section 1.5.2.
A d d i t i o n a l l y laboratory control l imit s and the associated control charts were reviewed. However,laboratory control l i m i t s and the control limit updat e frequency were not being re-calculatedannual ly or s emi-annual ly as required by US EPA Method SW-846-8000B, Section 8.7.5.During this aud i t , there were no records or personnel f i l e s to sub s tant ia t e whether theseprogrammat i c e l ements are currently being i m p l e m e n t e d .
Reference A u d i t Finding Report (APR) No. 01

3 . Q U A L I T Y A S S U R A N C E O B J E C T I V E S
The objectives s p e c i f i e d and d e f i n e d within the Paragon Analytic ' s Laboratory QualityAssurance Program, Standard Operating Procedures and Program S p e c i f i c a t i o n s werereviewed during this audit. Review of various q u a l i t y - a f f e c t i n g documents indicated thatlaboratory qual i ty assurance objectives are being met through controlled distribution,preparat ion, and completion of laboratory protocols, with the exception of items iden t i f i edthroughout this report.The majori ty of the laboratory activities were in compliance with laboratory procedures, with theexception of documents such as; (LQAP annual review, control l imit calculations, and trainingrecords) which do not currently meet the object ives ou t l ine in Revision 4 of the LQAP.
Reference A u d i t F i n d i n g Report (AFR) No. No. 02

4 . S A M P L E P R E S E R V A T I O N . H O L D I N G T I M E S A N D H A N D L I N G P R O C E D U R E S
S a m p l e preservation, h o l d i n g times and h a n d l i n g procedures were reviewed. The laboratorys a m p l i n g , preservation and h a n d l i n g protocol s were assessed to ensure that s c i e n t i f i c data isl e g a l l y d e f e n s i b l e and are in accordance with the protocols s p e c i f i e d by USEPA ContractLaboratory Program.
S a t i s f a c t o r y compliance.

5. SAMPLE C U S T O D Y
S a m p l e Internal Chain-o f-Cus tody compliance was verif ied by visual inspection of the S a m p l eCustody receipt and storage area. All sample custody activities inclusive of chain-of-custody,data v a l i d i t y , checkout and storage were veri f i ed as meeting the a p p r o p r i a t e U.S. EPArequirements.
S a t i s f a c t o r y compliance.

Page 3 of 7
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^Washington
W A S H I N G T O N GROUP I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
________________________________________________________Date 05/08/01

6. ANALYTICAL PROCEDURES
Analyt i ca l Procedures were reviewed to veri fy compliance to the analytical protocols prescribedby various EPA Methods and compliance to the de ta i l ed requirements spe c i f i ed in eachrespective procedure. During the course of the aud i t , the audit team noted observationsregard ing analy t i ca l procedural protocol s as f o l l o w s :- There is currently no solvent t e s t ing program in p lac e (as s p e c i f i e d by LQAP Section17.2)- M o n t h l y supervisory reviews of laboratory logbooks are not being p e r f o r m e d on aroutine basis
U n s a t i s f a c t o r y Compliance
Reference A u d i t Observation Report (AOR) No.1

7 . C A L I B R A T I O N P R O C E D U R E S A N D F R E Q U E N C Y
Calibration procedures and calibration frequencies were reviewed. The requirements for thecalibration of laboratory scales/balances, and the calibration of instrumentation used throughoutthe laboratory was verified and validated against instrument calibration logs. Calibrationfrequencie s are being maintained as well as, cal ibrat ion stickers were ver i f i ed as being a f f i x e dto instruments that required calibration.
S a t i s f a c t o r y Compl iance

8 . P R E V E N T I V E M A I N T E N A N C E
The Paragon Preventative Maintenance Program was reviewed for adequacy ande f f e c t iv ene s s . During the aud i t , a broken a n d / o r not in use GC/MS p u m p and GC Ol Purge andTrap was observed in an auspicious location. F u r t h e r inves t igat ion indicated that the GC/MSp u m p and GC Ol Purge and Trap were not labe l ed with the a p p r o p r i a t e status indicator or tag-out tag as s p e c i f i e d by SOP 319.
U n s a t i s f a c t o r y
Reference Audi t F i n d i n g Report (AFR) No. 4

9. QUALITY C O N T R O L PROCEDURES
I n t e r n a l Paragon Laboratory Qual i ty Control Procedures were reviewed to determine the in-house systematic process controls implemented to measure and detect errors or out-of-controlevents. In-house qual i ty controls are de f ined and imp l emen t ed through various procedures.The criterion that is used to measure and analyze environmental data inc ludes measurementsof accuracy and precision. However, the control l imi t measurements that are required to re f l ec tthe degree to which the measured value approx imate s the actual or true value for a given

Page 4 of 7
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Washington
W A S H I N G T O N GROUP I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01_________________________________________________ Date 05/08/01
parameter and the control l imi t s which in f luence bias in measurements are not being updat eds emi-annual ly or a n n u a l l y for some methods as required by EPA Method Protocols.
U n s a t i s f a c t o r y
Reference Audit F i n d i n g Report (APR) No. 3

1 0 . D A T A R E D U C T I O N . V A L I D A T I O N A N D R E P O R T I N G
Data reduction, v a l i d a t i o n and report ing of i n f o r m a t i o n throughout the laboratory was reviewedand ver i f i ed . Work Order No. 0103075 was reviewed. During the audi t team's review thef o l l o w i n g observations were noted:
• Many organic laboratories were missing the annotation of the amounts of various standardsadded to samples during prep or analysis on the run log books• Corrections to s ampl e extraction and preparat ion laboratorv »"•-• • for i g n i t a b i l i t y or GCpes t i c ide data were not corrected with - -: j date.• Manual i n t e g r * * 1 ' " - • view of GC/MSSVOA and Pe in t egrat ion andsubsequent in• Case narrative aled that d i lu t ionswere initiated f te an explanationor reason as to 'rtaining whyu n d i l u t e d samp
U N - S a t i s f a c t o r y
Reference Audit Obi

11. P E R F O R M A N C E AN
T h i s veri f i cat ion incluc _______«mss and comple t edaudits. -—--
The laboratory init iates two types of audits used to verify and assess laboratory compliance. Areview of Paragon's audit program indicated that laboratory audi t s are being per formed.However, internal per formance and systems aud i t s are not being p e r f o r m e d at the frequency ofonce per month as s p e c i f i e d in the LQAP.
U n s a t i s f a c t o r y compliance.
Reference A u d i t F i n d i n g Report ( A P R ) No.6
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Washington
W A S H I N G T O N GROUP I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01________________________________________________Date 05/08/01

1 2 . Q U A L I T Y A S S U R A N C E REPORTS T O M A N A G E M E N T
Reports to management were veri f ied by review of nonconformance reports. The audit teamreviewed various nonconformance reports and corresponding di spos i t ions. Routine NCRd i spo s i t i on s such as; "use-as-is", "reject" and/or "repair" are not marked on the NCR form.Object ive evidence of the d i s p o s i t i o n process indicated that in many cases the d i s p o s i t i o n wasrecorded as "Document in a Narrative". F u r t h e r inve s t iga t i on indi ca t ed that in most cases, thenarrative is u n d e f i n e d and is not attached or part of the d i s p o s i t i o n and closure of the NCR.

The NCR system does not provide adequate conf idence that the nonconformance report ing andsubsequent corrective actions are being dispos i t ioned to pre c lude recurrence and are beingtracked from ini t iat ion through closure.
Unsat i s fac tory
Reference A u d i t F i n d i n g Report ( A P R ) No.5

1 3 . C O R R E C T I V E . A C T I O N S
Laboratory Corrective Actions were reviewed. The corrective action program is in place.However, a review of audit results and subsequent corrective actions indicate that f o l l o w - u p ofcorrective action implementat ion strategies are not being initiated within two weeks of reportissuance as proc edura l ly required. A review of the audit log indicated that a series of auditswere per f ormed in 1999 and 2000. The corrective actions to these aud i t s were not noted asbeing either closed or that the corrective actions were comple t ed .
U n s a t i s f a c t o r y

1 4 . P E R S O N N E L T R A I N I N G
Washington Group Interna t i ona l was provided Paragon Train ing Documentation records forreview. There was no ob j e c t iv e evidence to sub s tant ia t e d e p a r t m e n t / l a b o r a t o r y s p e c i f i c t ra in ingor subsequent checkli s t s . Review of t ra ining records indicated that there was missingdocumentation a t t e s t ing to the analyt ical s t a f f s credent ia l s (i.e., resumes, educationalbackgrounds, diploma's etc.) A d d i t i o n a l l y the f o l l o w i n g training records were noted as beingin compl e t e : required Paragon LQAP training, Radiation T r a i n i n g RCRA T r a i n i n g etc. Thetraining documentation that was reviewed did not summarize each analyst initial pro f i c i encydemonstrations (as s p e c i f i e d in SW-846 and Paragon LQAP, Revision4 Section 14.2.2.2)
U n s a t i s f a c t o r y
Reference A u d i t Finding Report (APR) No. 02

1 5 . L A B O R A T O R Y S A F E T Y
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01 Date 05/08/01

The Paragon Laboratory S a f e t y pro toco l s were reviewed by both visual in spe c t i on of laboratoryareas and of in p l a c e programs. In general, the laboratory s a f e t y programs and personnelexhibi t adequate knowledge to s a f e l y p e r f o r m their assigned dut ie s . H e a l t h and s a f e t y t r a i n i n gwas reviewed for various laboratory personnel. The Paragon medical surveil lance program,which is inclusive of an annual physical examination for all employees , engaged in laboratoryactivi t ie s , is required by procedure. T r a i n i n g records indicate that no Paragon personnel havebeen given an annual physical as s p e c i f i e d in the LQAP.
U n s a t i s f a c t o r y .
Reference A u d i t Finding Report (APR) No. 02

1 6 . L A B O R A T O R Y W A S T E D I S P O S A L
The laboratory waste di sposal was reviewed for various waste streams. The waste streamsthat are being generated are now of s i g n i f i c a n t enough quanti t i e s to c l a s s i f y the laboratory as alarge quant i ty waste generator. Current ly the LQAP Sec t i on 16.2 c l a s s i f i e s Paragon Laboratoryas a small quant i ty waste generator, which does not coincide with the current waste generatorc l a s s i f i c a t i o n .
U n s a t i s f a c t o r y
Reference A u d i t F i n d i n g Report (APR) No. 01

17. P R O C U R E M E N T C O N T R O L
Various procurement records were reviewed to assure l e g i b i l i t y , t r a c e a b i l i t y to associated itemsand, that they accurately re f l e c t the work accompl i shed. Procurement records indicate thatsecondary source s t a n d a r d s are being purchased from a d i f f e r e n t s u p p l e r than primarys tandards. A d d i t i o n a l l y , some procurement documents are not being reviewed or approved bycognizant supervis ion for q u a l i t y a f f e c t i n g requirements such as. C e r t i f i c a t e s of C a l i b r a t i o n ,cert i f i cate s o f pur i ty , N I S T trac eab i l i ty etc.
U n s a t i s f a c t o r y Compl iance .
Reference Audit Observation Report (AOR) No. 01

Page 7 of 7



Washington
A U D I T C H E C K L I S T

Q U A L I T Y A S S U R A N C E Page 1 of 9
Organization: Paragon A n a l y t i c s , Inc. Location: Fort C o l l i n s , CO Evaluat ion D a t e ( s )05/08/01
S u b j e c tEvaluation of Paragon A n a l y t i c s , Inc. Laboratory Qual i ty Assurance ProgramReferences:______Paragon Analyt i c s Laboratory Q u a l i t y Assurance Program Revision 4 dated 02/99Evaluation Performed by:
Dave C. Lambert Lead A u d i t o rPaul M. Bell Auditor'April Sacha S u b j e c t Matter Expert

I t e m A t t r i b u t e s ReferencesParagonLQAP
Sat Un-sat N / A Comments

1.

3.

4.

5.

Verify that the latest revision(s) of SOP'S are available andpresent in all laboratories. A d d i t i o n a l l y , verify that the f o l l o w i n gpersonnel have s igned-o f f on the completed document::
• Group Leader or t e chnical ly competent staff member» Laboratory QA Manager• Laboratory Manager

Verify that SOPs are distributed as controlleddocuments and QA has maintained a distribution listof each SOP.

Are MDLs run on each instrument and eachmatrix?

Review and ver i fy that Method Detection Limit s (MDLs) areran at a frequency that provides consistency in meeting theM e t h o d Report ing Limit (RL). Are MOLs run annually?
Review internal chain-of-custody proceduralprotocols f rom receipt to archival. Are sample ssigned-out when removed for analysis? Ensurethat the s a m p l e custody log references thef o l l o w i n g : • S a m p l e id en t i f i ca t i on• Date/ t ime• Analys t• Laboratory of analysis

(Section 1.5.2) Sat

Section 1.5.2,

Section 3.7

Sect ion 3.7

Section 5.8.1

Sat

Un-sat

Un-Sat

Sat

OT -



©Washington A U D I T C H E C K L I S T
Page 2 of 9Q U A L I T Y A S S U R A N C E

Organization:

Item

6.

7.

8.

9.

10.

11.

A t t r i b u t e s

Review and verify that all instruments usedthroughout the laboratory are traceable to NIST, ERAor other na t i ona l ly recognized standards. Reviewand compare Paragon Equipment Lists of all majorInstrumentation. S a m p l e equipment listed on theequipment list and the associated calibrationcertificates.

Are all standards traceable? Review S t a n d a r d sNotebooks ensure that s tandards are stored in amanner as prescribed in Paragon LQAP Table 7-1 .

V e r i f y that each standard is ident i f i ed with an internalident i f i ca t ion number. Ensure that stock s tandardsare documented in the Standards Notebook by li s t ingthe f o l l o w i n g : Date of preparat ionThe analystThe source of the reference materialAmounts usedFinal volumeSerial number

What is the GC/MS VOA preparation frequency fors tandards containing gases? V e r i f y that thepreparat ion frequency is documented. Review actualsamples of gaseous standards.

Are d i lu t ed working standards not consumed duringan analytical session fully l a b e l e d , inc lud ing the serialreference number of stock standards used in itspreparation?

Verify that cal ibration standards are chosen tobracket the expected concentration level of thoseconcentration levels of the parameter containedwithin the sample. Ensure that calibration standardsare prepared at a minimum of three concentrationevels or (3-5 times) and (5-10 t imes) the estimatedmethod detection l imit p lu s a calibration blank.

Location: EvaluationDate(s)
ReferencesParagonLQAP

S e c t i o n ?

Sect ion?

Section 301

Section 302

Section 7.2

Section 7.3

Sat

Sat

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

N / A Comments

T T -



^Washington
A U D I T C H E C K L I S T Page 3 of 9

Q U A L I T Y A S S U R A N C E
Organization:
I t e m
12.

13.

14.

15.

16.

17.

Attribute s
Verify that the accuracy of prepared s tandards isp e r i o d i c a l l y checked by comparison with a standardf rom an independent source. A d d i t i o n a l l y , ver i fy thata second source standard (initial cal ibrationveri f i cat ion or (IVC) a f t e r the in i t i a l calibration and theresponses of the second source calibration and thestandards are compared against one another.

Verify that pH meters, balances and turb id i ty metersare calibrated d a i l y with NIST traceable referencematerial. In a d d i t i o n ensure the f o l l o w i n g calibrationfrequencies are maintained:• Analyt i ca l Balances - every 12months entire range)» Ele c t r ome t e r /pH - prior to useand once every f o u r hours ofuse (calibrated with threeb u f f e r solutions)

V e r i f y that Gas Chromatography user rangecal ibrat ions are ini t iated by obtaining a three or f ivepoint calibration curve, consisting of all compounds ofinterest plus a calibration blank.

Verify that the laboratory participates in the EPA-LV/EMSL Interlaboratory Comparison Program.

Verify that when Gas Chromatography and MassSpec t r ome t ry is per formed the f o l l o w i n g operationalparameters are adhered to sa t i s fy analyticalrequirements associated with the determination oforganic compounds in water and soil sediment1

• Documentation of GC/MS masscalibration• Documentation of GC/MS responsefac tor s t a b i l i t y• Interna l standard response andretention time

Verify that water utilized to prepare most LCSs analysis isanalyzed for conductivity and water di spens ing stations aretested on a weekly basis and results are recorded on the WaterConductance Log sheets

Location: EvaluationDate(s)
ParagonLQAPSection .7.3

Section .7.3

Section .7.6.1

Section 9.2.2.

Section 7.6.2

Section 9.2.2,

Sat

•
Sat

Sat

Sat

Sat

Un-sat
Un-Sat

Un-Sat

N / A Comments

Z T • d



©Washington A U D I T C H E C K U S T
Page 4 of 9Q U A L I T Y A S S U R A N C E

Organization:
Item

18.

19.

20.

21.

22.

23.

24.

Attribu t e s

Verify that the laboratory possesses a valid radioactivematerials license.

Are e f f i c i e n c y control charts p l o t t ed on a dai ly basis, reviewed bythe QA/QC department once tri-monthly, when either graphvalue to be reported falls on or above the *2 stgrria or on orbelow the -2 sigma is the QA department notif ied?

Review and ver i fy that for Method 8000B per section 8.7.5control l imi t s are u p d a t e semi-annually- A d d i t i o n a l l y , reviewand ver i fy the frequency in which laboratory control charts areupdated .
During Matrix S p i k e S a m p l e Analysi s , at what concentrationpercentage is each anaryte in order to be within the linear rangeof the spiked sample solution. In addition is the acceptability ofthe control l imit for a spike between 75-125% recovery.
Verify that analytical spike sample analysis is being added a f t e rsamples are prepared and prior to analysis and are run at afrequency of 5%.

V e r i f y that Laboratory Control S a m p l e s are ran i n d e p e n d e n t l ywith every batch of analysis and utilized for the verification ofthe internal standard from which the calculations are made.
Verify that two (2) standard deviations are used for 95%confidence intervals during the calculation of control charts forthe ICAP, and for each batch of samples analyzed the f o l l ow ingQC checks are initiated:• At least one blank analyzed• At least one LCS (spiked with all reported analytes• MS/MSD pair analyzed• One sample dupl i ca t e analyzed• One sample di lu t ion (d i lu t i on fac tor =5)• Initial multi-point calibration (3 to 6 standards plusa calibration blank)• One-point calibration verification standardcompared against the initial calibration curve• Second source calibration verification standard.• A interference check standard at the beginning andend of the run• Drift check standard analyzed between every 10f i e l d sample s and at end of analysis run

Location: EvaluationDate(s)
ReferencesParagonLQAP
Sect ion 9.2.2,

Section 9.4.2

Section 9.4.1

Sect ion 92.2

Section 9.2.2

Sect ion 9.2.2

Section 500

Sat

Sat

Sat

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

N / A Comments

:20
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Page 5 of 9Q U A L I T Y A S S U R A N C E

Organization:

25.

26.

27.

28

29

Attribu t e s

Verify that tracking of s tandards , chemicals, and reagents usedin inorganic chemistry are logged in a bound logbook and thef o l l o w i n g information Is maintained within:
a. Date chemical/regent is openedb. Standard numberc. consecutive numbered taped. I d e n t i f i c a t i o ne. Manufac turer , lot number etc.d. Mixing Informat i one. noted mixing instructionsf. Expiration dateg. shel f life instructionsf . Numbering system

Ensure that Level 2 reviews of data packages includethe f o l l o w i n g :• Group leader independen t review• Calibrat ion data are s c i e n t i f i c a l l y sound,appropr ia t e to the method andcompl e t e ly documented.» QC S a m p l e s are within establishedguide l ine s• Quantitative i d e n t i f i c a t i o n of samplecomponents is correct• Quantitative results are correct• Documentation is comple t e• Data package Is complete.

Review and verify that data reduction, validation and reportingare entered into the LIMS.

Review and ver i fy Paragon laboratory s a f e t yprotocols. Are sa f e ty showers, f i r e extinguishers,etc., inspected? A d d i t i o n a l l y , verify the f o l l o w i n g :• Hazard Communication Programi n c l u d i n g MSDS use.• Use d i spo sa l of chemical reagents,chemical s tandards , and analysissamples• Medical surveillance programi n c l u d i n g physical examinations ofemployees

Is a record of P r e v e n t a b ' v e Maintenance kept in the instrumentlog book for each piece of analytical equipment and is the taskedj e r f o r m e d , date, and the person(s) p er f orming the PM taskogged into the log book

Location: EvaluationDate(s)
ReferencesParagon
LQAPSect i on 10.3

Section 10.3

Sat

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

N / A Comments

t?T • d T o - e T - i . n o
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Page 6 of 9Q U A L I T Y A S S U R A N C EOrganization:

,,
32.

33.

34.

Attnbu t e s

Verify that Levef 2 reviews are structured to include10 percent checks of calibration data and QC sampleresults and the results are against bench sheets.A d d i t i o n a l l y , when discrepancies Level 2 datapackages are f o u n d , verify that an addi t ional 10percent of the samples are checked against benchsheets.

Verify that the f o l l o w i n g internal audits are performed to assessand document performance of the laboratory staff in the f o l l o w i n gfrequencies:
a. Monthly Systems Audits

Review and verify that performance audits aredocumented and include the fo l l owing:• Documentation of refrigerator blanks• Inspect ion/survei l lance of temperaturelogbooks for refrigerators and ovens• Calibrations of mechanical pipe t t e s

Are audit results and subsequent corrective actions(e.g., f o l l o w - u p ) verified within two weeks of reportissuance?

Review and verify the latest external systems audit ofthe f o l l ow ing agencies:
• State of Colorado Department of Heafth• State of Utah Department of H e a l t h• S t a t e of Cal i f orn ia Department of H e a l t hServices• State of Arizona Department of HealthServices• US Army Corps of Engineers*

Location: EvaluationDate(s)
ReferencesParagonLQAPSection 10.4,

Section 11.1,

Section 11.1

Section 11.1

Section 11.1Section 11 2.1

Sat

Sat

Sat

Un-sat

Un-Sat

Un-Sat

Un-Sat

N / A Comments

I

QT • d
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Organization:

46.

47.

Attribut e s

Review and ver i fy that training records for allanalytical staff members are being documented andmaintained. Ensure that training records inc lude thef o l l o w i n g as a minimum:
• Records of academic training pert inentto the employees work assignment• Summaries of t ra in ing seminarsattended while employed at Paragon• Results of comprehensive testing ortraining• Results of Health and Safety instructionreceived at Paragon• Results of pro f i c i ency demonstrationsas s p e c i f i ed in Sec t ion 14.2.2 of theLQAP• Current resume if available

Review and veri fy that Paragon par t i c ipa t e s In inter-laboratory evaluation programs as sponsored by thef o l l o w i n g agencies:• US EPA Water P o l l u t i o n and WaterS u p p l y S t u d y Audi t Program• State of Cal i f ornia Department of H e a l t hServices H a z a r d o u s Waste PE Program• Department of Energy (DOE), O f f i c e ofEnvironmental Management (OEM)Qual i ty Assessment Program• EPA N a t i o n a l Exposure ResearchLaboratory Characterization ResearchDivision• Environmental Resource AssociatesProfic i ency T e s t i n g Program (quarter ly)

Location: Evaluat ionD a t e ( s )
ReferencesParagonLQAPSection 14.3

Sat

Sat

Un-sat

Un-Sat

N / A Comments

9 t ' d
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Washington W A S H I N G T O N GROUP Q U A L I T YA S S U R A N C E
A U D I T F I N D I N G REPORT

AUDIT NO.: RAC-V-01-01
APR No.: 01 Page 1 of 2

A C T I V I T Y : Environmental Laboratory Audit
O R G A N I Z A T I O N : Paragon A n a l y t i c s I n c o r p o r a t e d

CLIENT: U.S EPA Response ActionContract (RAC)
REPLY D U E D A T E : 7/8/01STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance Plan Revision 4,dated 02/99. Sec t i on 1.5.1 states. The LQAP is main guidance document for laboratory operations whenthere exists no other pro j e c t or p r o g r a m - s p e c i f i c requirements to which the laboratory must conform. T h i sdocument will be reviewed and upda t ed at a minimum frequency of once every two years or more f r equen t lyif there are s i g n i f i c a n t changes in procedures or capab i l i t i e s in the laboratory."_______FINDING: Contrary to the above requirements: See Attached Page 2

F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A R e p o r t a b l e Y e s [ ] N o [ X ]
R E C O M M E N D E D C O R R E C T I V E ACTION: See attached page 2 .

You are requested to f u r t h e r inves t igate the finding(s) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to determine the extent of corrective action required. The results of theinvestigation are to be considered in your reply.
&——A U D I T O R : DATE:

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addit ional sheets as necessary)
A. Action taken/propos ed to correct f i n d i n g s :

B. Cause of Condition and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t ion Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject [ 1

( 1

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept
Reject

Not Required
[ ]
[ ]
[ ]

S I G N A T U R E / T I T L E D A T E

• d
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Washington W A S H I N G T O N G R O U P Q U A L I T Y

A S S U R A N C E
A U D I T F I N D I N G REPORT

A U D I T NO.: RAC-V-01-01
APR No.: 01 Page 2 of 2

FINDING: Contrary to the above requirements, it was determined that:
1. Paragon A n a l y t i c s , Laboratory Q u a l i t y Assurance Plan Revision 4, dated 02/99, has not been revised sinceFebruary 1999. The Paragon Analyt i c s , Laboratory Q u a l i t y Assurance P l a n has not been u p d a t e d orrevised since February 1999 which exceeds the minimum review and updat ed frequency as s p e c i f i e d in theLQAP. During the course of the aud i t , Wash ington G r o u p had noted many discrepancies between whatwas stated in the LQAP and what is currently being practiced in the laboratory.
2. The f o l l o w i n g di screpancies were noted:

Paragon Analyt i c s LQAP Revision 4 Sect ion 16.2- Laboratory Waste Disposal
Waste Storage: "Paragon is c l a s s i f i e d as a small quant i ty generator, and generates between 100kg and1000 kg of waste per month. Because of this rate of waste generation, waste materials created at thelaboratory may accumulate on the site for a maximum of nine months , d e p e n d i n g upon location of theT e m p o r a r y S t o r a g e and Disposa l Faci l i ty ." Contrary to thi s requirement, Paragon's waste generatorc l a s s i f i c a t i o n has changed f rom a small quantity generator to now a large quanti ty waste generator, which isnot accurately r e f l e c t ed in Sec t i on 16.2 of the LQAP.
Paragon Analy t i c s LQAP Revision 4 Sect ion 15.1 - Laboratory S a f e t y
H e a l t h and Safety T r a i n i n g -The goal of Health and S a f e t y (H&S) training is to ensure that the laboratorypersonnel have adequate knowl edge to s a f e l y p er f orm their assigned duties. T h i s training is presented byl a b o r a t o r y ' s H&S O f f i c e r H e a l t h and S a f e t y training is provided to each employee as soon as possible af t erb eg inning work. The components of this course include, but are not l imi t ed to the f o l l o w i n g :

An e xp lana t i on of the Medical Surve i l lanc e Program, which includes annual physical for allemployee s engaged in laboratory activities."
Standard Operating Procedures LQAP Revision 4, Section 1.5.2
"Standard Opera t ing Procedures ( S O P s ) are documents that describe in de ta i l how laboratory procedureswil l be per formed by the staff. SOPs wi l l be reviewed and u p d a t e d at a minimum frequency of once everytwo years or more fr equent ly if there are s i gn i f i can t changes (e.g., SW-846 update}."
Contrary to the above requirement, biannual update s or revisions to the f o l l o w i n g Standard OperatingProcedures were not revised at the minimum biannual frequency as s p e c i f i e d :
SOP 409, Revision 0, dated 02/15/1999- Analy s i s of P o l y c h l o r i n a t e d B i p h e n y l s ( P C B s ) By GasChromatography - Method 8082
SOP 525, Revision 4, dated 0 2 / 1 2 / 1 9 9 9 - Determination of V o l a t i l e Compound s By GasC h r o m a t o g r a p h y / M a s s Spec trometry - Method 8260B and Method 624
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
Paragon A n a l y t i c s Inc. should revise the LQAP to r e f l e c t the current manner in which business is beingconducted in the laboratory. S t a n d a r d Opera t ing Procedures should also be revised in a t i m e l y manner.Sinc e the LQAP is the basic document that represents an overview of laboratory f u n c t i o n s , these proceduralpro to co l s should accurately r e f l e c t the methodologie s used throughout the laboratory.

S T ' d



Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
APR No.: 02

Page 1 of 2
A C T I V I T Y : Environmental Laboratory Audi t
O R G A N I Z A T I O N : Paragon A n a l y t i c s Incorporated

CLIENT: U.S EPA Response ActionContract (RAC)
REPLY D U E D A T E : 7/8/01STATEMENT OF REQUIREMENTS: Paragon Analyt i c s , Laboratory Quali ty Assurance Plan Revision 4,dated 02/99, Sec t ion 14.3 T r a i n i n g Records states, T r a i n i n g records for all s taff members wil l bemaintained by the Paragon Qual i ty Assurance Department. T r a i n i n g f i l e s may contain (but are not l imi t edto) the f o l l o w i n g information:1. Records of academic training pertinent to the e m p l o y e e ' s work assignment2. Summarie s of any t ra in ing seminars attended whi l e employed at Paragon3. Any test results for examinations taken at Paragon4. Records of Health ^ S a f e t y instruction received whi l e at Paragon5.___If ava i lab l e , a current resume of the employee-_______________•____________FINDING: Contrary to the above requirements: See Attached Page 2

F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [X] Minor P A A A R e p o r t a b l e Yes [ ] No [X ]
R E C O M M E N D E D CORRECTIVE ACTION: See attached page 2 .

You are requested to f u r t h e r invest igate the finding(s) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to determine the extent of corrective action required. The results of theinve s t igat ion are to be considered in your reply.
A U D I T O R : D A T E : •*••

C O R R E C T I V E A C T I O N R E S P O N S E :{Attach addi t ional sheets as necessary)
A. Action taken/proposed to correct f i n d i n g s :

B. Cause of Condition and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t ion Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept
Reject

Not Required
[ ]
[ ]
[ ]

S I G N A T U R E / T I T L E D A T E

6T *



Washington W A S H I N G T O N GROUP Q U A L I T YA S S U R A N C E
A U D I T F I N D I N G REPORT

AUDIT NO.: RAC-V-01-O1
APR N o . : 02

Page 2 of 2

FINDING: Contrary to the above requirements, i t was determined that:
T h e r e is no ob j e c t ive evidence that Paragon Laboratory personnel have received laboratory d epar tment s p e c i f i ct ra in ing or checklist t h e r e o f . A d d i t i o n a l l y , credential s a t t e s t ing to the education, q u a l i f i c a t i o n s , and resumes ofvarious staff personnel were either miss ing or incomplete . F u r t h e r review of training records indicated thatlaboratory a n a l y s t s / technicians do not have documentation on file i n d i c a t i n g that they have comple t ed LQAPtraining, RCRA Waste training, etc. U.S Environmental Protec t ion Agency M e t h o d SW-846 8000B mandates thatthe results of an analys t s i n i t i a l p ro f i c i en cy demonstrat ion be posted to the i n d i v i d u a l training f i l e or inc luded intraining records.

R E C O M M E N D E D C O R R E C T I V E A C T I O N :
W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc Response Action Contract in s u p p o r t of the U.S. EPA mandates strictcompl iance to EPA M e t h o d s and laboratory protocols. T r a i n i n g records should be u p d a t e d to document t ra in ingpro f i c i enc i e s , and the re sul t s of t ra in ing pro f i c i enc i e s included in each analyst f i l e . In general, tra ining recordsprovide the necessary assurance that laboratory personnel are trained, q u a l i f i e d and that they are p r o f i c i e n t at theirassigned task. Paragon Laboratory QA Manager should assess all t ra in ing records and upda t e all personnel
t ra in ing f i l e s as s p e c i f i e d in LQAP Section 14.2.2.2 and SW-846 8000B.

0 2 ' d



Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
APR N o . : 03 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon A n a l y t i c s Incorpora t ed

C L I E N T : U . S E P A Response ActionContract (RAC)
R E P L Y D U E D A T E : 7/8/01

STATEMENT OF REQUIREMENTS: Paragon Analyt i c s , Laboratory Q u a l i t y Assurance P l a n Revision 4,dated 02/99, Sec t i on 9.0 Q u a l i t y Control Procedures states, "A q u a l i t y control program is a systematicprocess that controls the va l id i ty of analytical results by measuring the accuracy and precision of eachmethod and matrix, d e v e l o p i n g expected control l i m i t s , using these l i m i t s to detect errors or out of controlevents, and requiring corrective action measures to prevent or minimize the recurrence of these events."EPA Method 8000B Determinative C h r o m a t o g r a p h i c S e p a r a t i o n s p a r a g r a p h 8.7.5 states Once e s t a b l i s h e d ,control l i m i t s and warning l i m i t s for spike compounds should be reviewed a f t e r every 10 - 20 matrix sp ikesamples of the same matrix, and updated at least semi-annually. Control l imi t s and warning limits forsurrogates should be reviewed a f t e r every 20 - 30 field s ampl e s o f - t h e same matrix, and should be u p d a t e dat least semi annual ly. The laboratory should track t r ends in both p e r f o rmanc e and in the control l i m i t sthemselves. The control and warning l imi t s used to evaluate the s a m p l e resul t s should be those in place atthe t ime the sampl e was analyzed. Once l i m i t s are u p d a t e d , those l i m i t s should a p p l y to all subsequentanalyses of new samples.___________________ ____
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A R e p o r t a b l e Y e s [ ] N o [ X ]

RECOMMENDED CORRECTIVE ACTION: Sea attached page 2 .
You are requested to f u r t h e r invest igate the finding(s) to i d e n t i f y the cause and e f f e c t of thecondi t i on s) in order to determine the extent of corrective action required. The results of theinvest igation are to be considered in your reply.

A U D I T O R :
D A T E :

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach add i t i ona l sheets as necessary)
A. Action taken/proposed to correct f i n d i n g s :

B. Cause of Condit ion and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Complet ion Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]

Reject [ ]
Not Required [ )

S I G N A T U R E / T I T L E D A T E

T?! - H



Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
APR No.: 03 Page 1 of 2

FINDING: Contrary to the above requirements, it was determined that:
I n t e r n a l Paragon Laboratory Qual i ty Control Procedures were reviewed to d e t ermine the in-house sys tematicprocess controls i m p l e m e n t e d to measure and detect errors or out-of-control events. In-house q u a l i t y controls ared e f i n e d and implemented through various procedures. The criterion that is used to measure and analyzeenvironmental data includes measurements of accuracy and precision. However, control l i m i t measurements thatare required to re f l e c t the degree to which the measured value approx imate s the actual or true value for a givenparameter. The control l i m i t s , which i n f l u e n c e bias in measurements, are not being u p d a t e d semi-annually orannua l ly for some methods as required by EPA Method Protocols.

R E C O M M E N D E D C O R R E C T I V E A C T I O N :
W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc Response Action Contract in s u p p o r t o f the U . S . EPA mandates strictcompliance to EPA Methods and laboratory protocols. The control l imi t s , which in f lu enc e bias in measurements,should be u p d a t e d s emi-annual ly or a n n u a l l y as required by EPA Method Protocols. In general, process controlsprovide the necessary assurance that laboratory processes can measure and detect out-of control events. ParagonLaboratory QA Manager should upda t e all a p p l i c a b l e control l imit measurements as s p e c i f i e d in LQAP and SW-846
8000B.
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01APR No.: 04 Page 1 of 2

A C T I V I T Y : Environmental Laboratory Audit
O R G A N I Z A T I O N : Paragon A n a l y t i c s Incorpora t ed

CLIENT: U.S ERA Response ActionContract (RAC)
REPLY DUE DATE: 7/8/01STATEMENT OF REQUIREMENTS: Paragon Analyt i c s , Laboratory Qual i ty Assurance Plan Revision 4,dated 02/99, Sec t i on 8.0, Preventative Maintenance states, "The objec t ive of Paragon's preventative maintenanceprogram is to establish a system of instrument care that prevents the loss of analytical quality control and results inthe minimum of lost produc t i v i ty due to instrument failure."1.FINDING: Contrary to the above requirements: See Attached Page 2

F i n d i n g C l a s s i f i c a t i o n : [ ] Major [XJ Minor PAAA Reportable Yes [ ] No [X ]
R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .

You are requested to fur ther investigate the f i n d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de t ermine the extent of corrective action required. The results of theinves t igat ion are to be considered in your reply.
A U D I T O R : D A T E :

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach add i t i ona l sheets as necessary)
A. Action taken/propo s ed to correct f i n d i n g s :

B. Cause of Cond i t i on and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. C o m p l e t i o n Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept [ ]
Reject [ ]

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E DATE

FINDING: Contrary to the above requirements, i t was determined that:
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
APR N o . : 04 Page 2 of 2

During the course of the aud i t , a GC/MS p u m p and GC Ol Purge and Trap located in a laboratory was observed asbeing set off to the side. C a r e f u l examination of the in s t rumenta t i on ind i ca t ed that it was not in use and/or it wasbroken. F u r t h e r inve s t iga t i on revealed that the item was not p r o p e r l y tagged i n d i c a t i n g if s opera t ing status asrequired by Paragon SOP 319.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc audit team recommends that the a p p r o p r i a t e tags be place oninstrumentation or equipment that is placed out of service, broken or mal func t ioning. A d d i t i o n a l l y , instrumentationshould be placed in a d e s igna t ed area that is segregated from all other ins trumentat ion to prevent inadvertentplacement of the ins trumentat ion into service or inadvertent use.
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
APR No.: 05 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon Analyt i c s Incorporat ed

C L I E N T : U . S E P A Response ActionContract (RAC)
R E P L Y DUE D A T E : 7/8/01STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance P l a n Revision 4,dated 02/99, S e c t i o n 12.0, Q u a l i t y Assurance Reports to Management states, "For day-to-day reporting, AN o n c o n f o r m a n c e Report (NCR) is in i t ia t ed for laboratory QA s i tuat ions that require immediate attention. Theemp loye e that discovers the nonconformance is r e s p o n s i b l e for i n i t i a t i n g the N C R . The Project Manager and QAManager must approve the corrective action proposed. Section 13.1 Nonconformance Report fur th er states,"Nonconformance Reports (NCRs) are control led documents that are administered by P a r a g o n ' s Qual i ty AssuranceGroup. The s t a f f member will then c ompl e t e the form by entering all per t inent i n f o r m a t i o n and the f i n a l d i s p o s i t i o nrequired to adequately address the Non-Conformance".

FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor PAAA Reportable Yes [ ] No [ X ]

R E C O M M E N D E D C O R R E C T I V E ACTION: See attached page 2 .

You are requested to f u r t h e r inves t igate the f i n d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to determine the extent of corrective action required. The result s of theinvestigation are to be considered in your reply.
A U D I T O R : D A T E :

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addi t ional sheets as necessary)
A. Action taken/proposed to correct f i n d i n g s :

B. Cause of Condi t i on and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. C o m p l e t i o n Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject [ 1

[ ]

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept
Reject

Not Required
[ 1
[ ]
[ 1

S I G N A T U R E m T L E D A T E



Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01APR No.: 05 Page 2 of 2

FINDING: Contrary to the above requirements, it was determined that:
During the course of this a u d i t , Report s to management were v e r i f i e d by review of nonconforman.ee reports.The audit team reviewed various nonconformance report s and corresponding d i s p o s i t i o n s . Routine NCRd i s p o s i t i o n s such as; use as is, reject a n d / o r repair are not marked on the NCR form. Objective evidence ofthe d i s p o s i t i o n process indi ca t ed that in many cases the d i s p o s i t i o n was recorded as "Document in aNarrative". F u r t h e r inves t igat ion indicated that in most cases, the narrative is u n d e f i n e d and is not attachedor part of the d i s p o s i t i o n and closure of the N C R .

The NCR system does not provide adequate conf idence that the nonconformance reporting andsubsequent corrective actions are being d i spo s i t i on to prec lude recurrence and are being tracked from
initiation through closure.

R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The Washington Group Internat ional . Inc audit team recommends that Noncon formance reports include thosedocuments e.g., Documented Narratives to be in c luded in the f i n a l r e s o l u t i o n / d i s p o s i t i o n and corrective action
ver i f i ca t i on of nonconformance reports.
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
APR No.: 06 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon Analy t i c s Incorpora t ed

C L I E N T : U . S E P A Response ActionContract (RAC)
REPLY D U E D A T E : 7/8/01STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance P l a n Revision 4,dated 02/99, Sec t i on 11.0, Performance and Sys t em A u d i t s states. Two type s of internal audit procedures w i l l beused to assess and document per formance of laboratory staff: systems a u d i t s and per formance evaluation audits."Section 11.1.1 I n t e r n a l S y s t e m s A u d i t s s tates, "This audit is general in nature, and provides an overview oflaboratory operations. T h i s type of audit must be p er f ormed at least once a month unless an external audit isperformed during the same calendar month. The laboratory QA Manager will p e r f o r m the laboratory system audit inaccordance with ch e ck l i s t s de s igned to aid the auditor in ensuring that all areas of laboratory operations arereviewed." Section 11.1.1 fur ther states... "Audit results are reported in writing to responsible management forreview and corrective action if necessary. A maximum of two weeks is given to respond to the original report."

FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A Reportable Y e s [ ] N o [ X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .
You are requested to f u r t h e r inves t igate the f i n d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de termine the extent of corrective action required. The results of theinvest igation are to be considered in your reply.

A U D I T O R : ,
'+~*sC Y».

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addit ional sheets as necessary)
A. Action taken/propo s ed to correct f i n d i n g s :

B. Cause of Condition and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C, Comple t i on Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

H G N A T U R B T I T L E DATE

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept
Reject

Not Required
[ ]
[ ]
[ ]

S I G N A T U R E / T I T L E D A T E

-ZO



Washington W A S H I N G T O N GROUP Q U A L I T YA S S U R A N C E
A U D I T F I N D I N G REPORT

A U D I T NO.: RAC-V-01-01
APR No.: 06 Page 2 of 2

FINDING: Contrary to the above requirements, it was determined that:
During the course of this a u d i t , a s ch edu l e of audi t s and corre sponding audit reports were reviewed. However, theaudit s chedule indicated that s cheduled examinations of the operat ions of s p e c i f i c analyt i cal d epar tmen t s werel o g g e d as being in i t ia t ed , but were never f o r m a l l y closed or subsequent corrective actions taken or noted.A d d i t i o n a l l y , the s p e c i f i e d p er formance frequency e.g. (once per month) in many cases is being exceeded by two orthree month intervals. C a r e f u l examinations of the aud i t s that have been initiated to date clearly indicate that theevaluation and impl emen ta t i on of s p e c i f i c q u a l i t y related systems should be improved. The f o l l o w i n g internal audit swere log as being in i t i a t ed or p e r f o r m e d , however the audit report and subsequent corrective actions were notavailable for review:

A u d i t N o .
I A 1 2 1 9 9IA032000

SR07100UnknownUnknownUnknown

Department Date
GC F u e l s 01 /31/00M e t a l s Rad 04/17/00
GC SVOC M8081A 06/12/00
GC SVOC M8082 06/17/00Internal C of C 07/31/00
G C / M S / V O C 08/16/00GC F u e l s Instrument PC & Backup 09/28/00Organic Extractions Prep & Analy s i s 1 0 / 1 6 / 0 0

In a d d i t i o n , SOP-937 Revision 2, paragraph 2.2, I n t e r n a l Laboratory A u d i t s s p e c i f i e s that aud i t s will be p e r f ormed byde s ignat ed staff, which may or may not use an a u d i t i n g aid such as checklist s . The laboratory a u d i t s that werereviewed did not include checklists.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The Wash ing ton G r o u p I n t e r n a t i o n a l , Inc audit team recommends that Performance A u d i t s be conducted at theintervals s p e c i f i e d in Section 11.1.1 of P a r a g o n ' s LQAP. If internal laboratory audi t s can not be performed ors cheduled as s p e c i f i e d in the LQAP, then the LQAP shou ld be revised to accommodate a more f l e x i b l e schedule.Corrective actions to audit d e f i c i e n c i e s are to be reported to management for review and corrective actions. Theabove noted audi t s were logged as being c o m p l e t e d . However, records could not sub s tant iate if the a p p r o p r i a t ecorrective actions were reviewed ver i f i ed and e f f e c t i v e l y i m p l e m e n t e d . A d d i t i o n a l l y , the requirement spe c i f i ed inLQAP section 11,1.1 and SOP 937 contradict. The audit team recommends to use checkl i s t s as s p e c i f i e d or revisethe LQAP to be more c o m p a t i b l e with the requirements s p e c i f i e d in SOP 937. Please provide in your responsecorrective actions taken to prec lude recurrence.
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
AFR No.: 07 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon Analyt i c s Incorporat ed

C L I E N T : U . S E P A Response ActionContract (RAC)
REPLY DUE DATE: 7/8/01

STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance Plan Revision 4,dated 02/99, Sec t ion 13. Corrective Actions states, "Corrective action is necessary when any measurement systemf a i l s to f o l l o w th i s LAQP... In general, items needing corrective action fall into two "correction categories" short termand l ong term. Long Term Corrective Actions The actions consist of minor and major prob l ems which require aseries of actions to resolve the problem. The actions to be taken are coordinated by the Sect ion Manager or QAManager, and a Non Conformance Report ( A p p e n d i x D) is used to document the action. The report will describethe analys i s involved, the data, analyst , the i d e n t i f i c a t i o n of all a f f e c t e d or suspect sample s , probab l e cause, thecorrective action measure(s) taken, and the f i n a l d i s p o s i t i o n / r e s o l u t i o n of the problem."
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A Reportable Y e s [ ] N o [ X ]

RECOMMENDED CORRECTIVE ACTION: Sea attached page 2 .
You are requested to f ur th er invest igate the finding(s) to i d e n t i f y the cause and e f f e c t of thec ond i t i on(s) in order to determine the extent of corrective action required. The re sul t s of thei n v e s t i g a t i o T f t a r e to be considered in your reply.

A U D I T O R : >^——"^ f
C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addit ional sheets as necessary)

A. Action taken/proposed to correct f ind ing s:

B, Cause of Condit ion and Connective Action to prevent recurrence:Cause:

Corrective Action:

C. Compl e t i on Dates: (A:_
SIGNATURE______________ T I T L E DATE

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

S I G N A T U R E A T I T L E DATE

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ 1
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E DATE
FINDING: Contrary to the above requirements, it was determined that:
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Washington W A S H I N G T O N G R O U P Q U A L I T YA S S U R A N C E
A U D I T F I N D I N G REPORT

A U D I T NO.: RAC-V-01-01
AFR No.: 07 Page 2 of 2

During the course of th i s a u d i t , a s c h e d u l e of audi t s and corr e sponding aud i t reports were reviewed. However, theaudit s chedule indicated that s ch edu l ed examinations of the operat ions of s p e c i f i c analytical d epar tment s werelogged as being i n i t i a t e d , but were never f o r m a l l y closed or subsequent corrective actions taken or noted.Additionally, the s p e c i f i e d per formance frequency e.g., (once per month) in many cases is being exceeded by two orthree month intervals. C a r e f u l examinations of the audi t s that have been init iated to date c l early ind i ca t e that theevaluation and implementat ion of specif c quali ty related systems should be improved. The f o l l o w i n g internal auditswere logged as being in i t ia t ed or p e r f o r m e d , however the audit report and subsequent corrective actions were notavai lable for review:
Audit No.I A 1 2 1 9 9
IA032000

SR07100UnknownUnknownUnknown

Department DateGC F u e l s 0 1 / 3 1 / 0 0M e t a l s Rad 04/17/00
GC SVOC M8081A 06/12/00
G C S V O C M 8 0 8 2 06/17/00I n t e r n a l C of C 07/31/00
G C / M S / V O C 08/16/00GC F u e l s Ins trument PC & Backup 09/28/00Organic Extractions Prep & A n a l y s i s 10 /16/00

In a d d i t i o n , SOP 937 Revision 2, paragraph 2.2, I n t e r n a l Laboratory A u d i t s s p e c i f i e s that audits wi l l be performed byde s ignated staff, which may or may not use an aud i t ing aid such as checkli s t s . The laboratory audi t s that werereviewed did not inc lude checklists.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc audit team recommends that corrective actions of audi t d e f i c i enc i e s bef o r m u l a t e d for and closed for the items noted above. If internal laboratory a u d i t s are s cheduled but can not beper formed as s cheduled then the audit log should annotate that the audit could not be p e r f o rmed . A d d i t i o n a l l y ,corrective actions to audit d e f i c i en c i e s are to be reported to management for review, the above noted audi t s werelogged as being comple t ed . However, records could not sub s tan t ia t e if the a p p r o p r i a t e corrective actions werereviewed verified and e f f e c t i v e l y implemented. A d d i t i o n a l l y , the requirement s p e c i f i e d in LQAP Section 11.1.1 andSOP 937 contradict. The audi t team recommends the use of ch e ck l i s t s , as s p e c i f i e d or revise the LQAP to be morec o m p a t i b l e with the requirements s p e c i f i e d in SOP 937. Please provide in your response corrective actions takento prec lude recurrence.
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Washington A U D I T O B S E R V A T I O NREPORT
AOR N0.:1

A U D I T No.: RAC-V-01-01

A C T I V I T Y : A n a l y t i c a l Laboratory A u d i t _ _ _ C L I E N T : U . S . Environmenta l Protect ion Aoencv
O R G A N I Z A T I O N : Paragon A n a l y t i c s I n c .

S T A T E M E N T O F R E Q U I R E M E N T S :Paragon A n a l y t i c s Laboratory Q u a l i t y Assurance Program Revision 4, Section 17.1 Receipt V e r i f i c a t i o n of S t a n d a r d sstates "All primary reference s tandard and standard so lut ions are purchased from re l iab l e commercial sources. S t a n d a r d straceable to NIST are p r e f e r r e d ; however, ASTM or equivalent s p e c i f i c a t i o n s are acceptable. C e r t i f i c a t i o n records of alls tandards received are retained".
Section 17.2 Receipt V e r i f i c a t i o n of S o l v e n t s and Acids states The ver i f i ca t i on procedure for organic solvents involvestak ing an in i t i a l volume of solvent and concentrating it to a reduced f ina l -vo lume . The in i t ia l volume used for th i sprocedure and its f i n a l volume vary d e p e n d i n g upon solvent...

O B S E R V A T I O N
A review of various Purchase Orders indicated that qua l i ty related or q u a l i t y a f f e c t i n g items do not receive qua l i ty assurancereview. Purchase Order N u m b e r 001869 and P.O. 23867 was reviewed. During review it was noted that the items beingpurchased were not reviewed or approved.
Contrary to the above requirement the audi t team could not veri fy that a solvent t e s t ing program is currently in place ass p e c i f i e d in section 17.2 of the LQAP.

C l a s s i f i c a t i o n ^ ' ) _ _ _ _ M a j o r PCI_____Minor D Response Due Date:07/06/01________________
AUDITOR fy*. — P A T E

O B S E R V A T I O N R E S P O N S E Major Observations only

S I G N A T U R E T I T L E Lead A u d i t o r D A T E :
I______________________

T E : " d



Washington A U D I T O B S E R V A T I O NREPORT
AOR No.:2

A U D I T N o . : RAC-V-01-01

A C T I V I T Y : A n a l y t i c a l Laboratory Audi t C L I E N T : U . S . Environmental Protection Agency
O R G A N I Z A T I O N : Paragon Analy t i c s I n c .

S T A T E M E N T O F R E Q U I R E M E N T S :The f o l l o w i n g observations were made of laboratory practices that of noteworthy. No response is required.

O B S E R V A T I O N
M o n t h l y supervisory reviews of laboratory logbooks are not being per f ormed on a consistent basis

The small hood in the GC laboratory is being used for s tandard prepara t i on when it is only de s igned for nuisance odor use.
C l a s s i f i c a t i o n : ^-^ M a j o r D Minor rXl Response Due Date: N/A No Response Required

A U D I T O R P A T E
O B S E R V A T I O N R E S P O N S E Major Observations only

N / A N o response Required

S I G N A T U R E T I T L E Lead Audi t or D A T E :
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

• A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01APR N o . : 03 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon Analyt i c s Incorporated

CLIENT: U.S EPA Response ActionContract (RAC)
REPLY DUE D A T E : 7/8/01

STATEMENT OF REQUIREMENTS: Paragon Analyt i c s , Laboratory Q u a l i t y Assurance P l a n Revision 4 ,dated 02/99, Section 9.0 Qual i ty Control Procedures states, "A qual i ty control program is a systematicprocess that controls the v a l i d i t y of analytical r e su l t s by measuring the accuracy and precis ion of eachmethod and matrix, d e v e l o p i n g expected control l i m i t s , us ing these l i m i t s to detect errors or out of controlevents, and requiring corrective action measures to prevent or minimize the recurrence of these events."EPA M e t h o d 8000B Determinative C h r o m a t o g r a p h i c S e p a r a t i o n s p a r a g r a p h 8.7.5 states Once e s t a b l i s h e d ,control l i m i t s and warning l i m i t s for s p i k e compounds should be reviewed a f t e r every 10-20 matrix sp ikes a m p l e s of the same matrix, and u p d a t e d at least s emi-annually. Control l imi t s and warning l imi t s forsurrogates should be reviewed af t er every 20 - 30 f i e l d sample s o f- the same matrix, and should- be upda t edat least semi annua l ly . The laboratory should track trends in both p e r f o rmanc e and in the control l i m i t sthemselves. The control and warning l imi t s used to evaluate the s ampl e resul t s should be those in place atthe time the s a m p l e was analyzed. Once l i m i t s are u p d a t e d , those l i m i t s s h ou ld a p p l y to all subsequentanalyses of new samples.____________________________________
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r ( X ] Minor P A A A R e p o r t a b l e Y e s [ ] N o [ X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .
You are requested to f ur th e r inves t igate the f i n d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de termine the extent of corrective action required. The re su l t s of theinves t igat ion are to be considered in your reply.

A U D I T O R :
D A T E :

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach add i t i ona l sheets as necessary)
A. Action taken/proposed to correct f i n d i n g s :

B. Cause of Condi t i on and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Compl e t i on Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

EVALUATION OF R E S P O N S E
Accept
Reject

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ I
Reject [ I

Not Required [ ]

S I G N A T U R E / T I T L E D A T E
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

' A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01APR No.: 03

Page 2 of 2
FINDING: Contrary to the above requirements, i t was determined that:
I n t e r n a l Paragon Laboratory Q u a l i t y Control Procedures were reviewed to determine the in-house sys t ematicprocess controls implemented to measure and detect errors or out-of-control events. In-house qua l i ty controls ared e f i n e d and i m p l e m e n t e d through various procedures. The criterion that is used to measure and analyzeenvironmental data includes measurements of accuracy and precision. However, control l imi t measurements thatare required to r e f l e c t the degree to which the measured value a p p r o x i m a t e s the actual or true value for a givenparameter. The control l imi t s , which in f lu enc e bias in measurements, are not being updated semi-annually ora n n u a l l y for some methods as required by EPA M e t h o d Protocols.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc Response Action Contract in s u p p o r t of the U . S . EPA mandates strictcompl iance to EPA M e t h o d s and laboratory protocols. The control l i m i t s , which i n f l u e n c e bias in measurements,should be updated semi-annually or a n n u a l l y as required by EPA Method Protocols. In general, process controlsprovide the necessary assurance that laboratory processes can measure and detect out-of control events. ParagonLaboratory QA Manager should u p d a t e all a p p l i c a b l e control l imit measurements as s p e c i f i ed in LQAP and SW-846
8000B.
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

• A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
AFR No.: 04 P a g e l of 2

A C T I V I T Y : Environmental Laboratory Audi t
O R G A N I Z A T I O N : Paragon Analyt ic s Incorporated

CLIENT: U.S EPA Response ActionContract ( R A C )
REPLY DUE DATE: 7/8/01

STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Q u a l i t y Assurance P l a n Revision 4,dated 02/99, Section 8.0, Preventative Maintenance states, "The objective of P a r a g o n ' s preventative maintenanceprogram is to e s t a b l i s h a system of ins trument care that prevent s the loss of a n a l y t i c a l q u a l i t y control and resul t s inthe minimum of lost product ivi ty due to instrument failure."1.
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A R e p o r t a b l e Y e s [ ] N o [ X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .

You are requested to f u r t h e r inve s t igat e the f i n d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de termine the extent of corrective action required. The results of theinvestigation are to be considered in your reply.
A U D I T O R : *• ^ju,—- D A T E : '*/

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach a d d i t i o n a l sheets as necessary)
A. Action taken/propo s ed to correct f i n d i n g s :

B. Cause of Condi t i on and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. C o m p l e t i o n Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E DATE

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

S I G N A T U R E / T I T L E DATE

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E D A T E

FINDING: Contrary to the above requirements, i t was determined that:
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
APR No.: 04

Page 2 of 2
During the course of the audi t , a GC/MS p u m p and GC Ol Purge and T r a p located in a laboratory was observed asbeing set off to the side. C a r e f u l examination of the ins trumentat ion indicated that it was not in use a n d / o r it wasbroken. F u r t h e r inve s t i ga t i on revealed that the item was not p r o p e r l y tagged ind i ca t ing i t ' s opera t ing status as
required by Paragon SOP 319.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n G r o u p I n t e r n a t i o n a l . Inc audit team recommends that the a p p r o p r i a t e tags be p l a c e onins trumentat ion or equipment that is p laced out of service, broken or m a l f u n c t i o n i n g . A d d i t i o n a l l y , instrumentationshould be p laced in a des ignated area that is segregated from all other ins trumentation to prevent inadvertentplacement of the ins trumentat ion into service or inadvertent use.
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01
APR No.: 05

Page 1 of 2
A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon Analyt i c s I n c o r p o r a t e d

CLIENT: U.S EPA Response ActionContract (RAC)
R E P L Y DUE DATE: 7/8/01

STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Q u a l i t y Assurance P l a n Revision 4,dated 02/99, Sec t ion 12.0, Q u a l i t y Assurance Reports to Management s tates , "For day-to-day report ing. ANonconformance Report (NCR) is i n i t i a t e d for laboratory QA situations that require immediate attention. Theemp loye e that discovers the nonconformance is r e s p o n s i b l e for i n i t i a t i n g the NCR. The Project Manager and QAManager must approve the corrective action proposed. Section 13.1 Nonconformance Report fur ther states,"Nonconformance Reports (NCRs) are c on tro l l ed documents that are admin i s t e r ed by Paragon's Q u a l i t y AssuranceGroup. The staff member will then complete the form by entering all pertinent in format ion and the f i n a l d i spo s i t i onrequired to adequat e ly address the Non-Conformance".
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A Repor tab l e Y e s [ ] N o [ X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .

You are requested to f u r t h e r inve s t iga t e the finding(s) to i d e n t i f y the cause and e f f e c t of thecondi t ion(s) in order to determine the extent of corrective action required. The results of theinve s t igat ion are to be considered in your r e p l y .
A U D I T O R :

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addi t ional sheets as necessary)
A. Action taken/propo s ed to correct f i n d i n g s :

B. Cause of Condition and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t ion Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject [ ]

t ]

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E D A T E
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Washington W A S H I N G T O N GROUP Q U A L F T Y
A S S U R A N C E

• A U D I T F I N D I N G REPORT
A U D I T N O . : RAC-V-01-01
APR No.: 05

Page 2ol2
FINDING: Contrary to the above requirements, it was determined that:

During the course of t h i s audit. Reports to management were ver i f i ed by review of nonconformance reports.The audi t team reviewed various nonconformance reports and corre sponding d i s p o s i t i o n s . Routine NCRd i s p o s i t i o n s such as; use as is, reject a n d / o r repair are not marked on the NCR form. Obje c t iv e evidence ofthe d i s p o s i t i o n process indicated that in many cases the d i s p o s i t i o n was recorded as "Document in aNarrative". Further investigation indicated that in most cases, the narrative is unde f in ed and is not attachedor part of the d i s p o s i t i o n and closure of the NCR.
The NCR system does not provide adequate c o n f i d e n c e that the nonconformance r epor t ing andsubsequent corrective actions are be ing d i s p o s i t i o n to pre c lude recurrence and are being tracked frominitiation through closure.

R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n Group Int erna t i ona l , Inc audit team recommends that N o n c o n f o r m a n c e reports include thosedocuments e.g., Documented Narra t iv e s to be inc luded in the final r e s o l u t i o n / d i s p o s i t i o n and corrective actionveri f i ca t ion of nonconformance reports.
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
APR No.: 06 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon A n a l y t i c s I n c o r p o r a t e d

C L I E N T : U . S E P A Response Act i onContract ( R A C )
REPLY DUE DATE: 7/8 /01STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance Plan Revision 4.dated 02/99, S e c t i o n 11.0, Performance and S y s t e m A u d i t s s tates, Two t y p e s of internal a u d i t procedures wi l l beused to assess and document per formance of laboratory staff: systems a u d i t s and per formance evaluation audits."Sec t i on 11.1.1 I n t e r n a l Sys t ems A u d i t s states, "This audit is general in nature, and provides an overview oflaboratory operat ions . This type of audit must be p e r f o rmed at least once a month unless an external audit isp e r f o r m e d during the same calendar month. The laboratory QA Manager w i l l p e r f o r m the labora tory system audit inaccordance with checkli s t s designed to aid the auditor in ensuring that all areas of laboratory operations arereviewed." Sec t i on 11.1.1 f u r t h e r states... "Audit results are reported in wri t ing to r e spon s i b l e management forreview and corrective action if necessary. A maximum of two weeks is given to respond to the original report."

FINDING: Contrary t o th e above requirements: See A t t a c h e d Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] M i n o r P A A A R e p o r t a b l e Y e s [ ] N o ( X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .
You are requested to fur th er investigate the f m d i n g ( s ) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de t ermine the extent of corrective action required. The results of theinves t igat ion are to be considered in your rep ly.

A U D I T O R : , '+***<, y».
C O R R E C T I V E A C T I O N R E S P O N S E :(Attach a d d i t i o n a l sheets as necessary)
A. Action taken/propo s ed to correct f i n d i n g s :

B. Cause of Condit ion and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t ion Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ T I T L E DATE

E V A L U A T I O N O F R E S P O N S E
Accept
Reject [ ]

S K 3 N A T U R E / T I T L E DATE

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E D A T E
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Washington W A S H I N G T O N G R O U P Q U A L I T YA S S U R A N C E
A U D I T F I N D I N G REPORT

AUDIT NO.: RAC-V-01-01
APR No.: 06

Page 2 of 2
FINDING: Contrary to the above requirements, it was determined that:
During the course of this a u d i t , a s chedule of audi t s and c o r r e s p o n d i n g audit reports were reviewed. However, theaudit s chedule indicated that s ch edu l ed examinations of the operations of s p e c i f i c analyt i cal d epar tmen t s werelogged as being in i t ia t ed , but were never f o r m a l l y closed or subsequent corrective actions taken or noted.A d d i t i o n a l l y , the s p e c i f i e d p e r f o r m a n c e frequency e.g. (once per m o n t h ) in many cases is being exceeded by two orthree month interval s . Care fu l examinations of the a u d i t s that have been ini t ia t ed to date c l ear ly indi ca t e that theevaluation and implementa t i on of s p e c i f i c qua l i ty related systems should be improved. The f o l l o w i n g internal auditswere log as being i n i t i a t e d or p e r f o r m e d , however the audit report and subsequent corrective actions were notavai lab l e for review:

A u d i t N o .
I A 1 2 1 9 9
IA032000

SR07100UnknownUnknownUnknown

Department Date
GC F u e l s 01/31/00Metal s Rad 04/17/00
GC SVOC M8081A 0 6 / 1 2 / 0 0
GC SVOC M8082 06/17/00Internal C of C 07/31/00
G C / M S / V O C 08/16/00GC F u e l s Ins trument PC & Backup 09/28/00Organic Extractions Prep & Analysi s 10/16/00

In a d d i t i o n , SOP-937 Revision 2, p a r a g r a p h 2.2, Interna l Laboratory A u d i t s s p e c i f i e s that aud i t s will be p e r f o r m e d bydesignated staff, which may or may not use an audi t ing aid such as checklists. The laboratory audit s that werereviewed did not i n c l u d e checkli s t s .
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc audi t team recommends that Performance A u d i t s be conducted at theintervals sp e c i f i ed in Section 11.1.1 of P a r a g o n ' s LQAP. If internal laboratory audits can not be per formed ors cheduled as s p e c i f i e d in the LQAP, then the LQAP shou ld be revised to accommodate a more f l e x i b l e schedule.Corrective actions to audit d e f i c i en c i e s are to be reported to management for review and corrective actions. Theabove noted audits were logged as being completed. However, records could not substantiate if the appropr ia t ecorrective actions were reviewed ver i f i ed and e f f e c t i v e l y i m p l e m e n t e d . A d d i t i o n a l l y , the requirement sp e c i f i ed inLQAP section 11.1.1 and SOP 937 contradict. The audit team recommends to use checkl i s t s as s p e c i f i e d or revisethe LQAP to be more compat i b l e with the requirements s p e c i f i e d in SOP 937. Please provide in your responsecorrective actions taken to prec lude recurrence.
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C EA U D I T F I N D I N G REPORT

A U D I T NO.: RAC-V-01-01
APR No.: 07 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon A n a l y t i c s I n c o r p o r a t e d

C L I E N T : U . S E P A Response Act ionContract (RAC)
REPLY DUE DATE: 7 /8 /01

STATEMENT OF REQUIREMENTS: Paragon Analyt i c s , Laboratory Quality Assurance Plan Revision 4,dated 02/99, Sect ion 13, Corrective Actions s tates, "Corrective action is necessary when any measurement systemf a i l s to f o l l o w th i s L A Q P . . . In general , items needing corrective action fall into two "correction categories" short termand l ong term. Long Term Corrective Actions The actions consist of minor and major prob l ems which require aseries of actions to resolve the problem. The actions to be taken are coordinated by the Sec t i on Manager or QAManager, and a Non Conformance Report ( A p p e n d i x D) is used to document the action. The report wi l l describethe analysi s involved, the da ta , a n a l y s t , trie i d e n t i f i c a t i o n of all a f f e c t e d or suspect s a m p l e s , probab l e cause, thecorrective action measure(s) taken, and the f i n a l d i s p o s i t i o n / r e s o l u t i o n of the problem."
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X J Minor PAAA Repor tab l e Yes [ ] No [ X ]

R E C O M M E N D E D C O R R E C T I V E ACTION: See attached page 2.
You are requested to f u r t h e r inves t igate the finding(s) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to determine the extent of corrective action required. The results of theinvestigatkrrrpre to be considered in your reply.

A U D I T O R : /3— D A T E :
C O R R E C T I V E A C T I O N R E S P O N S E :(Attach addi t ional sheets as necessary)
A. Action taken/proposed to correct f i n d i n g s :

B. Cause of Condi t ion and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t i on Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ T I T L E DATE

E V A L U A T I O N O F R E S P O N S E
Accept [ ]
Reject ( ]

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept ( ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E D A T E

FINDING: Contrary to the above requirements, it was determined that:
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01AFR No.: 07

Page 2 of 2

During the course of this a u d i t , a s c h e d u l e of aud i t s and c orr e spond ing aud i t r epor t s were reviewed. However, theaudit s chedul e indi ca t ed that s ch edu l ed examinations of the operations of s p e c i f i c analyt i cal d epar tmen t s werelogged as being initiated, but were never f o r m a l l y closed or subsequent corrective actions taken or noted.A d d i t i o n a l l y , the s p e c i f i e d p e r f ormance f r equency e.g., (once per mon th) in many cases is being exceeded by two orthree month intervals. C a r e f u l examinations of the aud i t s that have been i n i t i a t e d to date c l ear ly indicate that theevaluation and i m p l e m e n t a t i o n of s p e c i f i c q u a l i t y related systems should be improved. The f o l l o w i n g internal a u d i t swere logged as being i n i t i a t e d or p e r f o r m e d , however the audit report and subsequent corrective actions were nota v a i l a b l e for review:
A u d i t N o .I A 1 2 1 9 9
IA032000

SR07100UnknownUnknownUnknown

Department DateG C F u e l s 0 1 / 3 1 / 0 0M e t a l s Rad 04/17/00
G C S V O C M 8 0 8 1 A 0 6 / 1 2 / 0 0
G C S V O C M 8 0 8 2 06/17/00
I n t e r n a l C of C 07/31/00
G C / M S / V O C 08/16/00GC F u e l s I n s t r u m e n t PC & Backup 09/28/00Organic Extractions Prep & A n a l y s i s 1 0 / 1 6 / 0 0

In a d d i t i o n , SOP 937 Revision 2, p a r a g r a p h 2.2, I n t e r n a l Laboratory A u d i t s s p e c i f i e s that aud i t s w i l l be p e r f o r m e d byde s igna t ed staff, which may or may not use an a u d i t i n g aid such as che ck l i s t s . The laboratory audi t s that werereviewed did not i n c l u d e checkli s t s .
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
The W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc audi t team recommends that corrective actions of audi t d e f i c i e n c i e s bef o r m u l a t e d for and closed for the items noted above. If internal laboratory audi t s are s cheduled but can not bep e r f o r m e d as s ch edu l ed then the audit log shou ld annotate that the audit could not be p e r f o r m e d . A d d i t i o n a l l y ,corrective actions to audit de f i c i enc ie s are to be reported to management for review, the above noted audits werel ogg ed as being c o m p l e t e d . However, records could not s u b s t a n t i a t e if the a p p r o p r i a t e corrective actions werereviewed ver i f i ed and e f f e c t i v e l y i m p l e m e n t e d . A d d i t i o n a l l y , the requirement s p e c i f i e d in LQAP Section 11.1.1 andSOP 937 contradict. The audi t team recommends the use of ch e ck l i s t s , as s p e c i f i e d or revise the LQAP to be morec ompa t i b l e with the requirements s p e c i f i e d in SOP 937. Please provide in your response corrective actions taken
to pr e c lud e recurrence.
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Washington A U D I T O B S E R V A T . O NREPORT
AOR No.:1

A U D I T N o . : RAC-V-01-01

A C T I V I T Y : A n a l y t i c a l Labora tory A u d i t _ _ _ C L I E N T : U . S . Environmental Protection A g e n c y
O R G A N I Z A T I O N : Paragon Analy t i c s I n c .

S T A T E M E N T O F R E Q U I R E M E N T S .Paragon A n a l y t i c s Laboratory Qual i ty Assurance Program Revision 4, Sec t i on 17.1 Receipt V e r i f i c a t i o n of S t a n d a r d sstates "All primary reference s tandard and standard so lu t ions are purchased f rom re l iab l e commercial sources. S t a n d a r d straceable to NIST are p r e f e r r e d ; however, ASTM or equivalent s p e c i f i c a t i o n s are acceptable . C e r t i f i c a t i o n records of alls tandards received are retained".
Sect ion 17.2 Receipt V e r i f i c a t i o n of So lv en t s and Acids states "The v e r i f i c a t i o n procedure for organic solvents involvestaking an init ial volume of solvent and concentrating it to a reduced f i n a l volume. The initial volume used for thisprocedure and its f ina l volume vary d e p e n d i n g upon solvent...

O B S E R V A T I O N
A review of various Purchase Orders indicated that qua l i ty related or q u a l i t y a f f e c t i n g items do not receive qua l i ty assurancereview. Purchase Order N u m b e r 001869 and P.O. 23867 was reviewed. During review it was noted that the items beingpurchased were not reviewed or approved.
Contrary to the above requirement the audit team could not v e r i f y that a solvent t e s t ing program is current ly in p l a c e ass p e c i f i e d in section 17.2 of the LQAP.

C l a s s i f i c a t i o n : / } M a j o r QT] Minor D Response Due Date:07/08/01
~~~AUDITOR -fy*. ~- DATE

O B S E R V A T I O N R E S P O N S E Major Observations only

S I G N A T U R E T I T L E Lead A u d i t o r D A T E :
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Washington A U D I T O B S E R V A T I O NREPORT
AOR No.:2

A U D I T No.: RAC-V-01-01

A C T I V I T Y : A n a l y t i c a l laboratory A u d i t _ _ _ C L I E N T : U . S . Environmental Protection Agency
O R G A N I Z A T I O N : Paragon A n a l y t i c s I n c .

S T A T E M E N T O F R E Q U I R E M E N T S :The f o l l o w i n g observations were made of laboratory practices that of noteworthy. No response is required.

O B S E R V A T I O N
M o n t h l y supervisory reviews of laboratory logbooks are not being per formed on a consistent basis

The smal l hood In the GC laboratory is being used for s tandard preparat ion when it is only des igned for nuisance odor use.
C l a s s i f i c a t i o n : ^-* M a j o r D Minor [X] Response Due Date: N/A No Response Required

A U D I T O R DATE

O B S E R V A T I O N R E S P O N S E Major Observations only

N / A N o response Required

S I G N A T U R E T I T L E Lead A u d i t o r D A T E :
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A U D I T O B S E R V A T I O NREPORT
AOR No.:2

AUDIT No.: RAC-V-01-01

ACTIVITY: Analy t i ca l Laboratory Audit" • CLIENT: U.S. Environmental Protection Agency
O R G A N I Z A T I O N : Paragon Analyt i c s I n c .

S T A T E M E N T O F R E Q U I R E M E N T S :The f o l l o w i n g observations were made of laboratory practices that of noteworthy. No response is required.

O B S E R V A T I O N
M o n t h l y supervisory reviews of laboratory logbooks are not being performed on a consistent basis

The small hood in the GC laboratory is being used for standard preparat ion when it is only designed for nuisance odor use.
Cla s s i f i c a t i on: ^-, M a j o r Q Minor [TH Response Due Date: N/A No Response Required
A U D I T O R DATE

O B S E R V A T I O N R E S P O N S E Major Observations only

N / A N o response Required

S I G N A T U R E TITLE Lead Auditor D A T E :
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Washington
A U D I T C H E C K L I S T

Q U A L I T Y A S S U R A N C E Page 1 of 9
Organization: Paragon Analyt i c s , Inc. Location: Fort Col l in s , CO Evaluation Date(s)

05/08/01
S u b j e c tEvaluation of Paragon A n a l y t i c s , I n c . Laboratory Qual i ty Assurance ProgramReferences:Paragon A n a l y t i c s Laboratory Q u a l i t y Assurance Program Revision 4 dated 02/99Evaluation Performed by:
Dave C. Lambert Lead A u d i t o rPaul M. Bell A u d i t o r •April Sacha Subj e c t Matter Expert

I t e m A t t r i b u t e s ReferencesParagonLQAP
Sat Un-sat N / A Comments

2.

3.

4.

5.

Verify that the latest revision(s) of SOP's are available andpresent in all laboratories. A d d i t i o n a l l y , veri fy that the f o l l o w i n gpersonnel have s i g n e d - o f f on the completed document::
• Group Leader or t e chnica l ly competent staff member• Laboratory QA Manager• Laboratory Manager

V e r i f y that SOPs are distributed as controlleddocuments and QA has maintained a distribution listof each SOP.

Are M D L s run on each instrument and eachmatrix?

Review and veri fy that Method Detection L i m i t s (MDLs) areran at a frequency that provides consistency in meeting theMethod Report ing Limi t (RL). Are M D L s run annually?
Review internal chain-of-cus tody proceduralprotoco l s f rom receipt to archival. Are sample ssigned-out when removed for analysis? Ensurethat the sample custody log references thef o l l o w i n g : • S a m p l e i d e n t i f i c a t i o n• Date/ t ime• A n a l y s t• Laboratory of analysis

(Section 1.5.2) S a t

Section 1.5.2.

Section 3.7

Section 3.7

Section 5.8.1

Sat

Un-sat

Un-Sat

Sat
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t f & WashingtonW A U D I T C H E C K L I S T
Page 2 of 9Q U A L I T Y A S S U R A N C E

Organization:

I t e m

6.

7.

8.

9.

10.

11.

Attribute s

Review and veri fy that all instruments usedthroughout the laboratory are traceable to NIST, ERAor other n a t i o n a l l y recognized s tandards . Reviewand compare Paragon E q u i p m e n t Lists of all majorins trumentat ion. S a m p l e equipment l i s ted on theequipment li s t and the associated calibrationcer t i f i cate s .

Are all s t a n d a r d s traceable? Review StandardsNotebooks ensure that s tandards are stored in amanner as prescribed in Paragon LQAP T a b l e 7-1 .

Verify that each standard is i d e n t i f i e d with an internali d e n t i f i c a t i o n number. Ensure that stock standardsare documented in the Standard s Notebook by l i s t ingthe f o l l o w i n g : Date of pr epara t i onThe analystThe source of the reference materialAmounts usedF i n a l volumeSeria l number

What i s the GC/MS VOA preparat ion frequency forstandards containing gases? Verify, that thepreparat ion frequency is documented. Review actualsample s of gaseous standards.

Are d i lu t ed working s tandards not consumed duringan analytical session fully labe l ed , inc lud ing the serialreference number of stock s tandards used in Itspreparation?

Verify that calibration s tandards are chosen tobracket the expected concentration level of thoseconcentration levels of the parameter containedwithin the sample. Ensure that calibration s tandardsare prepared at a minimum of three concentrationlevels or (3-5 t ime s) and (5-10 t imes) the estimatedmethod detection limit p lu s a calibration blank.

Location: EvaluationDate(s)
ReferencesParagonLQAP

Section 7

Section 7

Section 301

Section 302

Section 7.2

Sec t i on 7.3

Sat

Sat

Sat

Sat

Sat

Sat

Un-sat

»

Un-Sat

N / A Comments
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^Washington
A U D I T C H E C K L I S T

Page 3 of 9Q U A L I T Y A S S U R A N C E
Organization:
I t e m
12.

13.

14.

15.

16.

17.

A t t r i b u t e s
Verify that the accuracy of prepared s tandards isp e r i o d i c a l l y checked by comparison with a s tandardf r om an i n d e p e n d e n t source. A d d i t i o n a l l y , ver i fy thata second source standard (initial calibrationver i f i ca t ion or (IVC) a f t e r the in i t i a l calibration and theresponses of the second source calibration and thes t andard s are compared against one another.

V e r i f y that pH meters, balances and turb id i ty metersare calibrated d a i l y with NISI traceable referencematerial. In a d d i t i o n ensure the f o l l o w i n g calibrationfrequencies are maintained:• Analytical Balances - every 12months entire range)• E l e c t r o m e t e r / p H - prior to useand once every f o u r hours ofuse (calibrated with threeb u f f e r s o l u t i o n s )

V e r i f y that Gas C h r o m a t o g r a p h y user rangecalibrations are ini t iated by ob ta in ing a three or f i v epoint calibration curve, consi s t ing of all compounds ofinterest p lu s a cal ibrat ion blank.

Verify that the laboratory part i c ipat e s in the EPA-LV/EMSL Interiaboratory Comparison Program.

V e r i f y that when Gas Chromatography and MassSpectrometry is performed the f o l l o w i n g operationalparameters are adhered to s a t i s f y analyticalrequirements associated with the determination oforganic compounds in water and soil sediment• Documentation of GC/MS masscalibration• Documentation of GC/MS responsefa c tor s t a b i l i t y• Internal standard response andretention time

Verify that water utilized to prepare most LCSs analysis isanalyzed for conduct ivi ty and water dispensing stations aretested on a weekly basis and results are recorded on the WaterConductance Log sheets

Location: Evaluat ionDate(s)
ParagonLQAPSection ,7.3

Section .7.3

Section .7.6.1

Section 9.2.2,

Section 7.6.2

Section 9.2.2,

Sat

Sat

Sat

Sat

Sat

Un-sat
Un-Sat

Un-Sat

N / A Comments



O u l - 1 3 - 0 1 03:O1P P - O 4

^Washington^ A U D I T C H E C K L I S T
Page 4 of 9Q U A L I T Y A S S U R A N C E

Organization:
I t e m

18.

19.

20.

21.

22.

23.

24.

A t t r i b u t e s

Verify that the laboratory possesses a valid radioactivematerials license.

Are e f f i c i e n c y control charts p lo t t ed on a d a i l y basis, reviewed bythe QA/QC department once tri-monthry, when either graphvalue to be reported falls on or above the +2 sigma or on orbelow the -2 sigma is the QA department no t i f i ed?

Review and v e r i f y that for Method 8000B per section 8.7.5control l i m i t s are update s emi-annually. A d d i t i o n a l l y , reviewand ver i fy the frequency in which laboratory control charts areupdated.
During Matrix S p i k e S a m p l e Analysi s , at what concentrationpercentage is each analyte in order to be within the linear rangeof the spiked sample solution. In addit ion is the acceptabi l i ty ofthe control limit for a spike between 75-125% recovery.
Verify that analyt ical spike sample analysis is being added a f t e rsample s are prepared and prior to analysis and are run at afrequency of 5%.

V e r i f y that Laboratory Control S a m p l e s are ran i n d e p e n d e n t l ywith every batch of analysi s and ut i l ized for the veri f i cat ion ofthe internal s tandard from which the calculat ions are made.
V e r i f y that two (2) standard deviations are used for 95%confidence intervals during the calculation of control charts forthe ICAP, and for each batch of samples analyzed the f o l l o w i n gQC checks are initiated:At least one blank analyzedAt least one LCS (spiked with all reported anarytesM S / M S D pair analyzedOne sample dupl i ca t e analyzedOne sample di lu t ion (d i lu t i on fac tor =5)Initial mult i-point calibration (3 to 6 s tandards p l u sa calibration blank)• One-point calibration veri f icat ion standardcompared against the initial calibration curve» Second source calibration verification standard.• A interference check standard at the beginning andend of the run• Drift check standard analyzed between every 10field samples and at end of analysis run

Location: Evaluat ionOate(s)
ReferencesParagonLQAP
Sec t i on 9.2.2,

Section 9.4.2

Section 9.4.1

Sect ion 9.2.2

Sect ion 9.2.2

Sect ion 9.2.2

Section 500

Sat

Sat

Sat

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

N / A Comments
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Page 5 of 9Q U A L I T Y A S S U R A N C E

Organization:

25.

2Q.

27.

2B

29

Attributes

Verify that bracking of s tandards , chemicals, and reagents usedin inorganic chemistry are logged in a bound logbook and thef o l l o w i n g information is maintained within:
a. Date chemical/regent is openedb. Standard numberc. consecutive numbered taped. I d e n t i f i c a t i o ne. Manufac turer , bt number etc.d. Mixing informatione. noted mixing instructionsf. Expiration dateg. she l f l i fe instructionsf. Numbering system

Ensure that Level 2 reviews of data packages in c ludethe f o l l o w i n g :• G r o u p l eader independen t review• C a l i b r a t i o n data are s c i e n t i f i c a l l y sound.a p p r o p r i a t e to the method andc o m p l e t e l y documented.• QC S a m p l e s are within establishedgu ide l ine s• Quantitative ident i f i ca t ion of samplecomponents is correct• Quantitat ive results are correct• Documentation Is comple t e• Data package is complete.

Review and ver i fy that data reduction, validation and reportingare entered Into the LIMS.

Review and verify Paragon laboratory s a f e t yprotocols. Are sa f e ty showers, f i r e extinguishers,etc., inspected? A d d i t i o n a l l y , veri fy the f o l l o w i n g :• Hazard Communication Programi n c l u d i n g MSDS use.• Use d i spo sa l of chemical reagents,chemical s tandards, and analysissample s• Medical surveillance programincluding physical examinations ofemployees

Is a record of Pneventative Maintenance kept in the instrumentlog book for each piece of analytical equipment and is the taskedDerformed, date, and the person(s) per f orming the PM taskogged into the log book

Location: Evaluat ionDate(s)
ReferencesParagonLQAPSection 10.3

Sect ion 10.3

Sat

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

N / A Comments
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Organization:

30.

31.

32.

33.

34.

A t t r i b u t e s

Verify that Level 2 reviews are structured to include10 percent checks of calibration data and QC sampl eresults and the results are against bench sheets.A d d i t i o n a l l y , when discrepancies Level 2 datapackages are f o u n d , ver i fy that an addi t ional 10percent of the s a m p l e s are checked against benchsheets.

V e r i f y that the f o l l o w i n g internal audit s are per formed to assessand document performance of the laboratory staff in the f o l l o w i n gfrequencies:
a. Monthly Systems Audits

Review and verify that performance audits aredocumented and include the f o l l o w i n g :• Documentation of refrigerator blanks• Inspe c t i on/ surve i l l anc e of temperaturelogbooks for re frigerators and ovens• Calibrations of mechanical p ip e t t e s

Are audit results and subsequent corrective actions(e.g., f o l l o w - u p ) verif ied within two weeks of reportissuance?

Review and ver i fy the latest external systems audit ofthe f o l l o w i n g agencies:
• State of Colorado Department of H e a l t h• State of Utah Department of H e a l t h• Stat e of C a l i f o r n i a Department of H e a l t hServices• State of Arizona Department of H e a l t hServices• US Army Corps of Engineers•

Location: EvaluationDate(s)
ReferencesParagonLQAPSection 10.4.

Section 11.1,

Section 11.1

Section 11.1

Section 11.1Section 11.2.1

Sat

Sat

Sat

Un-sat

Un-Sat

Un-Sat

Un-Sat

N / A Comments
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Page 7 of 9Q U A L I T Y A S S U R A N C E

Organization:

35.

36.

37.

38.

39.

40.

A t t r i b u t e s

Verify the f o l l o w i n g licenses, accreditation andc e r t i f i c a t i o n s are held and maintained as a p p l i c a b l e toW a s h i n g t o n G r o u p ' s subcontract:• S t a t e of Colorado Department of H e a l t h• S t a t e of U t a h Department of H e a l t h• S t a t e of C a l i f o r n i a Department of HealthServices» S t a t e of Arizona Department of H e a l t hServices

Review and ver i fy nonconformance reports. AreNCR's s e q u e n t i a l l y numbered and tracked on atracking log?

Verify that NCR's are reviewed and approved by the analysisgroup supervision and Quali ty Assurance.

Verify that out-of-control events are monitoredagainst laboratory and pro j e c t s p e c i f i c QA/QCrequirements. A d d i t i o n a l l y when an event isdetermined to be out of control, ver i fy that thatlaboratory initiates the a p p r o p r i a t e level of correctiveaction top p r e c l u d e f u t u r e recurrence.

Are laboratory personnel trained commensurate with their duties,position, and responsibilities?

Review and ver i fy that Paragon p a r t i c i p a t e s in inter-laboratory evaluation programs as sponsored by thef o l l o w i n g agencies:• US EPA Water P o l l u t i o n and WaterSupply S t u d y Audit Program• S t a t e of C a l i f o r n i a Department of H e a l t hServices Hazardous Waste PE Program• Department of Energy (DOE), O f f i c e ofEnvironmental Management (OEM)Q u a l i t y Assessment Program• EPA National Exposure ResearchLaboratory Characterization ResearchDivision• Environmental Resource AssociatesPro f i c i ency T e s t i n g Program ( q u a r t e r l y )

Location: EvaluationDate(s)
ReferencesParagonLQAPSection 11 .3

Section 13.1

Sect i on 13.1

Sec t ion 13.2

Sat

Sat

Sat

Sat

Un-sat

Un-Sat

Un-Sat

Un-Sat

N / A Comments
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Organization:

41.

42.

43.

44.

45.

Attribute s

Review and ver i fy that training records for allanalytical staff members are being documented andmaintained. Ensure that t ra in ing records include thef o l l o w i n g as a minimum:
• Records of academic training pertinentto the employees work assignment• Summarie s of training seminarsattended while employed at Paragon• Results of comprehensive te s t ing ortraining• Result s of H e a l t h and S a f e t y ins truct ionreceived at Paragon• Result s of p r o f i c i e n c y demonstrationsas s p e c i f i e d in Section 14.2.2 of theLQAP• Current resume if avai lab l e

Review and ver i fy that the laboratory waste disposalprogram. Verify the c l a s s i f i c a t i o n of waste generatedby Paragon Laboratory e.g., Smal l Quantity WasteGenerator (SQWG) or large quanti ty waste generator.

Verify that Chain-of C u s t o d y / s a m p l e securityrequirements include:• S a m p l e receipt requirements• S a m p l e veri f i cat ion• S a m p l e log-in requirements

Review and ver i fy that the laboratory waste disposalprogram. Verify the c la s s i f i ca t i on of waste generatedby Paragon Laboratory e.g.. S m a l l Quanti ty WasteGenerator (SQWG) or large quantity waste generator.

V i s u a l l y I n s p e c t the waste storage area. Ensure thef o l l o w i n g : • Wast e is labeled hazardous or non-hazardous• Containers labeled type , start time.waste stream• S a t e l l i t e accumulation area is emptiedf r e q u e n t l y• Containers have secondarycontainment

Location: EvaluationDate(s)
ReferencesParagonLQAP

Section 16.1

Section 5.2

Sat

Sat

Sat

Un-sat

U n - S a t

Un-Sat

Un-Sat
~~

N / A Comments
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Organization:

46.

47.

A t t r i b u t e s

Review and ver i fy that training records for allanalyt i cal staff members are being documented andmaintained. Ensure that t r a i n i n g records inc lude thef o l l o w i n g as a minimum:
• Records of academic training pertinentto the employees work assignment• Summaries of training seminarsattended while employed at Paragon• Results of comprehensive testing ortraining• Results of H e a l t h and S a f e t y instructionreceived at Paragon• Results of p r o f i c i e n c y demonstrationsas sp e c i f i ed in Section 14.2.2 of the

LQAP• Current resume if available

Review and veri fy that Paragon participates in inter-laboratory evaluation programs as sponsored by thef o l l o w i n g agencies:• US EPA Water P o l l u t i o n and WaterS u p p l y S t u d y Audit Program* State of C a l i f o r n i a Department of H e a l t hServices Hazardous Waste PE Program• Department of Energy (DOE), O f f i c e ofEnvironmental Management (OEM)Qual i ty Assessment Program» EPA National Exposure ResearchLaboratory Characterization ResearchDivision• Environmental Resource AssociatesProf i c i ency T e s t i n g Program (quarterly)

Location: EvaluationDate(s)
ReferencesParagonLQAPSection 14.3

Sat

Sat

Un-sat

Un-Sat

N / A Comments
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Paul Bell_______________________________________________
F r o m : Paul Bell t p a u l . b e l l @ w g i n t . c o m ]S e n t : T h u r s d a y , July 12, 2001 1:08 PMTo: Debra H e n d e r e r [ h e n d e r e r @ p a r a g o n l a b s . c o m ]C c : Marta Green; A p r i l SachaS u b j e c t : Overdue A u d i t Response
Dear M s H e n d e r e r ,
C u r r e n t l y P a r a g o n A n a l y t i c s r e s p o n s e t o W a s h i n g t o n G r o u p I n t e r n a t i o n a l , I n c . Q u a l i t y
A s s u r a n c e A u d i t R e p o r t N o . R A C - V - 0 1 - 0 1 i s overdue. I t i s urgent t h a t your r e s p o n s e i s
s u b m i t t e d to us or. t ime. Our c l i e n t the US EPA Region 8 Q u a l i t y A s s u r a n c e M a n a g e r hasinquired r e g a r d i n g your r e s p o n s e . T h e d e f i c i e n c i e s no t ed d u r i n g t h e aud i t a n d t h e f o r m a l
c o r r e c t i v e a c t i o n s b e i n g f o r m u l a t e d by your company are i m p o r t a n t to us and our c l i e n t .
S i n c e we have not rece ived your r e s p o n s e or a request for an e x t e n s i o n , our c l i e n t the USEPA ha s vo i c ed some concerns r e g a r d i n g t h e s t a t u s , d i s p o s i t i o n , and f o r m a l c o r r e c t i v e
a c t i o n s r e g a r d i n g t h i s a u d i t . As you are aware i t i s i m p o r t a n t to m a i n t a i n good w o r k i n gr e l a t i o n s h i p s w i t h o u r c l i e n t s , t h e r e f o r e p l e a s e p r o v i d e W a s h i n g t o n G r o u p I n t e r n a t i o n a l
the s t a t u s of your r e s p o n s e , and the d a t e in which your r e spon s e w i l l be s u b m i t t e d .

S i n c e r e l y ,
Paul B e l l
W a s h i n g t o n G r o u p I n t e r n a t i o n a l , I n c .Regiona l Q u a l i t y A s s u r a n c e M a n a g e r
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Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

• A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-Q1-Q1APR No.: 02 Page 1 of 2

A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon A n a l y t i c s Incorpora t ed

C L I E N T : U . S E P A Response ActionContract ( R A C )
R E P L Y D U E D A T E : 7/8/01

STATEMENT OF REQUIREMENTS: Paragon A n a l y t i c s , Laboratory Qual i ty Assurance Plan Revision 4,dated 02/99. Section 14.3 T r a i n i n g Records states, "Training records for all s t a f f members will bemaintained by the Paragon Q u a l i t y Assurance Depar tment . T r a i n i n g f i l e s may contain (but are not l imi t edt o ) t h e f o l l o w i n g i n f o r m a t i o n :1. Records of academic t r a i n i n g pert inent to the e m p l o y e e ' s work ass ignment2. Summaries of any t r a i n i n g seminars attended whi l e employed at Paragon3. Any test r e su l t s for examinat ions taken at Paragon4. Records of H e a l t h & S a f e t y instruction received while at Paragon5. If available, a current resume of the employeeFINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g Cla s s i f i ca t i on: t ] M a j o r [ X ] Minor P A A A R e p o r t a b l e Y e s [ ] N o [ X ]

R E C O M M E N D E D C O R R E C T I V E A C T I O N : S e e attached page 2 .

You are requested to f u r t h e r inve s t iga t e the finding(s) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to de t ermine the extent of corrective action required. The r e s u l t s of thei n v e s t i g a t e / I are to be considered in your reply.
A U D I T O R : i»r. D A T E : */-*/•.

C O R R E C T I V E A C T I O N R E S P O N S E :
(Attach addi t ional sheets as necessary)
A. Action taken/propos ed to correct f i n d i n g s :

B. Cause of Condition and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Comple t i on Dates: (A:_
S I G N A T U R E _ _ _ _ _ _ _ _ _ _ _ T I T L E D A T E

E V A L U A T I O N O F R E S P O N S E
Accept
Reject [ ]

[ 1

S I G N A T U R E / T I T L E DATE

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept [ ]
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E DATE
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

A U D I T F I N D I N G REPORT
A U D I T N O . : RAC-V-01-01
APR No.: 02

Page 2 of 2
r FINDING: Contrary to the above requirements, it was determined that:

There is no ob j e c t ive evidence that Paragon Laboratory personnel have received laboratory d epar tment s p e c i f i ct ra in ing or checklist th er eo f . A d d i t i o n a l l y , c r edent ia l s a t t e s t i n g to the education, q u a l i f i c a t i o n s , and resumes ofvarious staff personnel were ei ther mi s s ing or incomple t e . F u r t h e r review of t r a i n i n g records indi ca t ed thatlaboratory analysts/ technicians do not have documentation on file indicating that they have completed LQAPt r a i n i n g , RCRA Was t e t ra in ing , etc. U.S Environmental Protection Agency Method SW-846 8000B mandates thatthe re sul t s of an analys t s i n i t i a l p r o f i c i e n c y demons trat ion be po s t ed to the i n d i v i d u a l t ra ining file or i n c l u d e d int ra ining records.
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
W a s h i n g t o n Group I n t e r n a t i o n a l , Inc Response Action Contract in s uppor t of the U.S. EPA mandates strictc ompl ianc e to EPA M e t h o d s and laboratory protocols . T r a i n i n g records should be updated to document tra in ingp r o f i c i e n c i e s , and the re su l t s of t ra ining p r o f i c i e n c i e s inc luded in each analyst file. In general, t r a i n i n g recordsprovide the necessary assurance that laboratory personnel are trained, q u a l i f i e d and that they are prof i c i ent at theirass igned task. Paragon Laboratory QA Manager shou ld assess all t r a i n i n g records and u p d a t e all personneltraining f i l e s as s p e c i f i e d in LQAP Section 14.2.2.2 and SW-846 8000B.
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Washington

J u n e 08,2001
Debra H e n d e r e rQ u a l i t y Assurance M a n a g e rParagon Analyt i c s , I n c .225 Commerce DriveFort C o l l i n s , CO. 80525
S U B J E C T : W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc. Qual i ty Assurance A u d i t Report N o .RAC-V-01-01 of Paragon A n a l y t i c s , Inc .
Dear Ms. Henderer:
Enclosed for your review and subsequent response is the W a s h i n g t o n G r o u p I n t e r n a t i o n a l Inc. Qual i tyAssurance A u d i t Report No. RAC-V-01-01 of activities at Paragon A n a l y t i c s , I n c . located in Fort C o l l i n s ,Colorado. The audit was conducted on May 08, 2001, to ver i fy , by examination and evaluation ofob j e c t ive evidence, the a b i l i t y o f your Laboratory to provide Chemical A n a l y t i c a l Analy s i s . In a d d i t i o n ,the scope of this audit was inclusive of v e r i f y i n g Paragon Analytics', I n c . c a p a b i l i t y to p er f orm work ass t i p u l a t e d in the October 18,1999 Subcontract 1D9-4994-SC01.
Based on the overall re sul t s of the audi t , and in the o p i n i o n of the audit team, it appear s that ParagonAnalyt i c s , I n c . has some minor programmatic prob l ems as i d e n t i f i e d in the attached report that willrequire immediate corrective action.
T h i s audit investigation covered (2) separate scopes of work. Since each of the respective work scopeswere unique ly in t erre la t ed , the audi t report is t h e r e f o r e s u b d i v i d e d into subsections which are inclus iveof the f o l l o w i n g : . ^

1. C o m p l i a n c e to current Chemical QA Program and a p p l i c a b l e EPA requirements
2. C o m p l i a n c e to e x i s t ing Subcontract 1D9-4994-SC02 I t e m s

The audit re sul t ed in seven (7) Q u a l i t y F i n d i n g s and two (2) Observations, which are documented in theattached report. U p o n comple t ion of corrective action imp l emen ta t i on of each itemized post-awardsurvey item, those items sha l l be forwarded with ob j e c t iv e evidence with the comple t ed audi tresponses. It should be emphasized that the f o l l o w i n g items must be addre s s ed in a concise mannerfor each of the Q u a l i t y F i n d i n g s and Observation:
a. The s t ep s , which have or wi l l be taken to correct the condi t ion repor t ed;b. The root cause that led to the condit ion r epor t ed;c. The s t ep s taken to prevent recurrence;d. Lessons learned (if a p p l i c a b l e ) ;e. The dates when indicated action was or will be completed.

5555 Greerwood Plaza Blvd., Sute 1 0 0 ' Engtewood, CokxadO USA 80111 • P.O. Box 5888 » Denver, Colorado USA 80217
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Corrective Actions to all items requiring response shal l be both concise and to the point.
The "original" audit report is attached for d i s t r i b u t i o n to the a p p r o p r i a t e personnel for inc lus ion of therequired responses. Please submit your responses in the spaces provided on the attached "original"form. The original form should then be transmi t t ed back to the Regional Q u a l i t y Assurance O f f i c e forevaluation.

S h o u l d you have any questions regarding our approved vendor program, p l ea s e contact me at (303) 843-2022.

Sincere ly ,
W a s h i n g t o n G r o u p I n t e r n a t i o n a l
David C. Lambert
DCL

5555 Greenwood Plaza Blvd., Suite 100* EnglwwoO. Colorado USA 80111 • P.O. Sew 5888 • Denver. Colorado USA 80217
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^Washington
W A S H I N G T O N GROUP I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AODIT REPORT NO. RAC-V-01-01 Date 05/08/01
TO: Ms. Debra H e n d e r e r
FROM: David C. Lambert
L E A D A U D I T O R : ^ / / ;( S i g n a t u r e ) />«Z£>»*. fcj- —
AUDIT DATES: May 08, 2001
R E S P O N S E D U E D A T E : J u l y 8 , 2001
O R G A N I Z A T I O N W a s h i n g t o n G r o u p I n t e r n a t i o n a l , Inc. (Denver Regional O f f i c e )
A C T I V I T Y A U D I T E D : Paragon A n a l y t i c s , I n c . Laboratory Qual i ty Assurance A c t i v i t i e s
P U R P O S E / S C O P E : The scope of this audit was to evaluate Paragon A n a l y t i c s I n c . i m p l e m e n t a t i o n oflaboratory q u a l i t y program for activit ie s and environmental t e s t i n g pro to co l s being per f ormed at theirf a c i l i t y in Fort C o l l i n s , CO. T h i s audit was p e r f ormed in s u p p o r t of the U . S . EPA Response ActionContract (RAC). These p r o j e c t s are inclusive of the Vasquez Boulevard/lnters tate-70 ( V B / l - 7 0 ) site inColorado , the I n t e r m o u n t a i n W a s t e Oil Ref inery (IWOR) and the Eureka Mill s site in Utah. The audi twas in i t i a t ed to v e r i f y compl iance with Q u a l i t y Assurance g u i d e l i n e s s p e c i f i e d in both the V B / l - 7 0
Phase 1MB QAPP and the IWOR Phase I QAPP.
AUDIT TEAM: - T e a m Leader - D. C. Lambert- A u d i t o r - P. M. Bell- S u b j e c t Mat t e r Expert - A. Sacha
P E R S O N N E L C O N T A C T E D D U R I N G A U D I T :

Name T i t l e
See Atta chmen t s A and B

S U M M A R Y :
The p u r p o s e and scope of the audit was presented at a pre-audi t c onf erence held on May 08, 2001 , atParagon A n a l y t i c s f a c i l i t y located in Fort C o l l i n s , CO. The audit was p e r f ormed in accordance with awritten checklist of a p p l i c a b l e laboratory QA program requirements. The audit results were derivedbased on interviews of personnel, review of records and logbooks, inspection of instruments, and thee v a l u a t i o n of QA Program procedure imp l emen ta t i on . Audi t r e su l t s were pre s en t ed to the a p p r o p r i a t eParagon A n a l y t i c s , Inc personnel at the po s t -aud i t conference h e l d on May 08, 2001.
The audit resulted in seven (7) minor F i n d i n g s and two (2) Observations which are i n c l u d e d in theattached report. W i t h the e x c ep t i on of the noted F i n d i n g s and Observations, the aud i t ed Laboratory

Page 1 o f?
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
Date 05/08/01

QA Program elements and criteria were de t ermined to be in compliance with the QA programrequirements and e f f e c t i v e l y impl ement ed .
The audit team would like to thank all Paragon personnel contacted during the course of this audit .
The f o l l o w i n g good laboratory practices or noteworthy items were observed d u r i n g the aud i ti n v e s t i g a t i o n and all r e spons ib l e personnel should be commended for their p r o f e s s i o n a l i s m .
• All employees are provided with dosimeter badges to be worn while in radiation areas.• General labora tory hous ekeep ing was good throughout the laboratory.• Current s t a f f i n g l e v e l s and ev en ing/we ek end coverage are e x c e l l e n t in regards to urgent turn-around times.• I n t e r n a l Chain-of Custody forms used for s a m p l e receipt to analysi s to archival to d i s p o s a l areorganized and fully implemented.• Good chemical hygiene was observed by the use of MSDS sheets, clear l a b e l i n g of chemicals,solvents and s tandards. Containers in use were noted to retain the a p p r o p r i a t e cus tody log-outdocumenta t i on inclus ive of the analys t i n i t i a l s and opened date on the container.

• The waste generation and d i s p o s a l program currently in place is outstanding.• All customer service provided to date by the Projec t Manager has been excellent.
In conclusion, th e Paragon Analyt i c ' s Laboratory s ampl e a n a l y s i s and data v a l i d a t i o n i s w i th ina c c ep tab l e l i m i t s to meet W a s h i n g t o n G r o u p I n t e r n a t i o n a l Inc. needs, provided the d e f i c i e n t itemsaddressed throughout this audit report are s a t i s f a c t o r i ly corrected and ver i f i ed t h r o u g h f o l l o w - u p .
1 . O R G A N I Z A T I O N A N D R E S P O N S I B I L I T I E S

The organizat ional structure is adequa t e ly described in the Paragon A n a l y t i c s LQAP, S e c t i o n 2,and fur th er i l lu s trated in A p p e n d i x A of the LQAP. Activ i t i e s and r e s p o n s i b i l i t i e s are f u r t h e rd e f i n e d and del ineated in the LQAP.
S a t i s f a c t o r y compliance.

2 . LABORATORY Q U A L I T Y A S S U R A N C E P R O G R A M
The Paragon Analytics' Laboratory Qual i ty Assurance Plan (LQAP Revision 4, dated 02/99)
was reviewed. The f r equency of internal reviews and revisions to the LQAP as stated are notbeing p e r f o r m e d w i th in the e s tab l i shed f r equency of once every two years. Review of ParagonAnalyt i c s LQAP indicated that many stated procedural requirements are not currently beingpracticed in the laboratory. A review of LQAP Sect ion 16.2 revealed that Paragon waspr ev i ou s ly c l a s s i f i e d as a small quant i ty waste generator whereas now, Paragon is c la s s i f i ed asa large quant i ty waste generator. F u r t h e r review of Paragon LQAP, Sec t i on 15.1, stated that alll abora t ory employe e s who engage in laboratory ac t iv i t i e s are required to submit to annualphys i ca l examinations in accordance with the L a b o r a t o r y ' s Medica l S u r v e i l l a n c e Program.

Page 2 of 7



O u l - 1 3 - O l O3:O6P — — — — — — — — — — — — — — — — — — — — — P. 15

Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
__________________________________ Date 05/08/01

N i n e (9) Laboratory S t a n d a r d Opera t ing Procedures ( S O P s ) were reviewed. SOP 409,Revision 0, (PCS Analy s i s) , and SOP 525, Revision 4, (GC/MS VOA A n a l y s i s ) were not up-dat ed b i - a n n u a l l y as s p e c i f i e d in Paragon LQAP Sec t i on 1.5.2.
A d d i t i o n a l l y laboratory control l imi t s and the associated contra! charts were reviewed. However,laboratory control l i m i t s and the control l imi t u p d a t e f r equency were not being re-calculateda n n u a l l y or s emi-annual ly as required by US EPA Method SW-846-8000B, Sec t i on 8.7.5.During this aud i t , there were no records or personnel f i l e s to sub s tant ia t e whether theseprogrammatic elements are currently being implemented .
Reference Audi t Find ing Report (APR) No. 01

3 . Q U A L I T Y A S S U R A N C E O B J E C T I V E S
The objectives s p e c i f i e d and d e f i n e d within the Paragon Analyt i c ' s Laboratory Qual i tyAssurance Program, S t a n d a r d Opera t ing Procedures and Program S p e c i f i c a t i o n s werereviewed dur ing th i s a u d i t . Review of various q u a l i t y - a f f e c t i n g documents indicated thatlaboratory q u a l i t y assurance ob jec t ive s are being met through control led d i s t r i bu t i on ,preparat ion, and comple t ion of laboratory protocol s , with the exception of items i d e n t i f i e dthroughout th i s report.The m a j o r i t y of the laboratory act ivi t i e s were in compliance with laboratory procedures, with theexception of documents such as; (LQAP annual review, control l imi t calculations, and trainingrecords) which do not currently meet the objec t ive s o u t l i n e in Revision 4 of the LQAP.
Reference Audi t F i n d i n g Report (APR) No. No. 02

4 . S A M P L E P R E S E R V A T I O N . H O L D I N G T I M E S A N D H A N D L I N G P R O C E D U R E S
S a m p l e preservation, h o l d i n g times and h a n d l i n g procedures were reviewed. The laboratorys a m p l i n g , pre servat ion and h a n d l i n g pro to co l s were assessed to ensure that s c i e n t i f i c data isl e g a l l y d e f e n s i b l e and are in accordance with the pro t o c o l s s p e c i f i e d by USEPA ContractLaboratory Program.
S a t i s f a c t o r y compliance.

5. SAMPLE C U S T O D Y
S a m p l e I n t e r n a l C h a i n - o f - C u s t o d y compliance was v e r i f i e d by visual inspec t ion of the S a m p l eCustody receipt and storage area. All s ampl e custody activities inclusive of chain-of-custody,data v a l i d i t y , checkout and storage were ver i f i ed as mee t ing the a p p r o p r i a t e U.S. EPA
requirements.
S a t i s f a c t o r y compliance.

Page 3 of 7
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^Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
__________________________________ Date 05/08/01

6 . ANALYTICAL P R O C E D U R E S
A n a l y t i c a l Procedures were reviewed to veri fy compliance to the analytical protocol s prescribedby various EPA Methods and compliance to the detai led requirements sp e c i f i ed in eachrespective procedure. During the course of the audi t , the audit team noted observationsregarding analytical procedural protocols as f o l l o w s :- There is currently no solvent testing program in p lac e (as s p e c i f i e d by LQAP Section17.2)

- M o n t h l y supervisory reviews of laboratory l ogbook s are not being per formed on aroutine basis
U n s a t i s f a c t o r y C o m p l i a n c e
Reference A u d i t Observation Report (AOR) No.1

7 . C A L I B R A T I O N P R O C E D U R E S A N D F R E Q U E N C Y
Calibrat ion procedures and calibration frequencies were reviewed. The requirements for thecalibration of laboratory s ca le s /balance s , and the calibration of instrumentation used throughoutthe laboratory was verif ied and validated against instrument calibration logs. Calibrationfrequencies are being maintained as well as, calibration stickers were verified as being a f f i x e dto instruments that required calibration.
S a t i s f a c t o r y C o m p l i a n c e

8 . P R E V E N T I V E M A I N T E N A N C E
The Paragon Preventative Maintenance Program was reviewed for adequacy ande f f e c t i v e n e s s . During the audi t , a broken a n d / o r not in use GC/MS p u m p and GC Ol Purge andT r a p was observed in an auspicious location. F u r t h e r inve s t igat ion indicated that the GC/MSp u m p and GC Ol Purge and Trap were not labeled with the a p p r o p r i a t e s tatus indicator or tag-out tag as sp e c i f i ed by SOP 319.
Unsat i s fa c t ory
Reference Audi t F i n d i n g Report (AFR) No. 4

9. QUALITY C O N T R O L P R O C E D U R E S
I n t e r n a l Paragon Laboratory Q u a l i t y Control Procedures were reviewed to de termine the in-house sys tematic process controls i m p l e m e n t e d to measure and detect errors or out-of-controlevents. In-house q u a l i t y control s are d e f i n e d and i m p l e m e n t e d t hrough various procedures.The criterion that is used to measure and analyze environmental data inc lude s measurementsof accuracy and precision. However, the control l imi t measurements that are required to r e f l e c tthe degree to which the measured value a p p r o x i m a t e s the actual or true value for a given

Page 4 of 7
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^Washington
W A S H I N G T O N GROUP I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AGDIT REPORT NO. RAC-V-01-01
__________________________ Date 05/08/01

parameter and the control l i m i t s which in f lu ence bias in measurements are not being upda t eds emi-annual ly or a n n u a l l y for some methods as required by ERA Method Protocols.
U n s a t i s f a c t o r y
Reference A u d i t Finding Report (APR) No. 3

1 0 . D A T A R E D U C T I O N . V A L I D A T I O N A N D R E P O R T I N G
Data reduction, v a l i d a t i o n and report ing of in f ormat i on throughout the laboratory was reviewedand ver i f i ed . Work Order No. 0103075 was reviewed. During the audit team's review thef o l l o w i n g observations were noted:
• Many organic laboratorie s were miss ing the anno ta t i on of the amounts of various s tandard sadded to sampl e s during p r e p or analysts on the run log books• Corrections to sampl e extraction and preparation laboratory worksheets for i g n i t a b i l i t y or GCpe s t i c id e data were not corrected with a s i n g l e l ine through and in i t ia l and date.• Manual integration was not being documented prop er ly by analysts. A review of GC/MSSVOA and Pest ic ide data indicated that the "before and after" reason for integration andsubsequent i n i t i a l and date are missing.• Case narratives are incomplete. A review of GC/MS SVOA narrative revealed that d i l u t i o n swere init iated for WGI samples. However, the case narrative did not provide an e x p l a n a t i o nor reason as to why the d i l u t i o n s were necessary, and an e x p l a n a t i o n ascertaining whyundi lu t ed sampl e s did not have target compounds over the linear range.
U N - S a t i s f a c t o r y
Reference A u d i t Observation Report (AOR) No.1

1 1 . P E R F O R M A N C E A N D S Y S T E M S A U D I T S
T h i s v er i f i ca t i on inc luded the review of p er f ormance and system audit s chedul e s and comple t edaudits.
The laboratory initiates two types of audit s used to v e r i f y and assess laboratory compliance. Areview of Paragon's audit program I n d i c a t e d that laboratory audi t s are being p e r f o r m e d .However, internal performance and systems audi t s are not being performed at the frequency ofonce per month as s p e c i f i e d in the LQAP.
Unsa t i s f a c t o ry compliance.
Reference Audit F i n d i n g Report (AFR) No.6

Page 5 of 7
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
______ Date 05/08/01

1 2 . Q U A L I T Y A S S U R A N C E R E P O R T S T O M A N A G E M E N T
Reports to management were veri f i ed by review of nonconformance reports. The audit teamreviewed various nonconformance reports and corresponding d i spo s i t i on s . Routine NCRdi spo s i t i on s such as; "use-as-is", "reject" a n d / o r "repair" are not marked on the NCR form.Objec t ive evidence of the d i s p o s i t i o n process ind i ca t ed that in many cases the d i s p o s i t i o n wasrecorded as "Document in a Narrative 7 1 . F u r t h e r i n v e s t i g a t i o n ind i ca t ed that in most cases, thenarrative is u n d e f i n e d and is not attached or part of the d i s p o s i t i o n and closure of the NCR.
The NCR system does not provide adequate c o n f i d e n c e that the nonconformance reporting andsubsequent corrective actions are be ing d i s p o s i t i o n e d to p r e c l u d e recurrence and are beingtracked from i n i t i a t i o n through closure.
U n s a t i s f a c t o r y
Reference A u d i t F i n d i n g Report ( A F R ) No.5

1 3 . C O R R E C T I V E . A C T I O N S
Laboratory Corrective Actions were reviewed. The corrective action program is in place.However, a review of audit results and subsequent corrective actions indicate that f o l l o w - u p ofcorrective action implementa t i on strategies are not being ini t iated within two weeks of reportissuance as p r o c e d u r a l l y required. A review of the audi t log indi ca t ed that a series of aud i t swere p e r f o r m e d in 1999 and 2000. The corrective actions to these aud i t s were not noted asbe ing either closed or that the corrective actions were c o m p l e t e d .
U n s a t i s f a c t o r y

1 4 . P E R S O N N E L T R A I N I N G
W a s h i n g t o n G r o u p I n t e r n a t i o n a l was provided Paragon T r a i n i n g Documentation records forreview. There was no objective evidence to subs tant iate d e p a r t m e n t / l a b o r a t o r y s p e c i f i c trainingor subsequent checklists. Review of training records indicated that there was missingdocumentation at te s t ing to the analytical s t a f f s credentials (i.e., resumes, educationalbackgrounds, diploma's etc.) A d d i t i o n a l l y the f o l l o w i n g t r a i n i n g records were noted as beingi n c o m p l e t e : required Paragon LQAP training, Radiat ion T r a i n i n g RCRA T r a i n i n g etc. Thet r a i n i n g documentat ion that was reviewed did not summarize each analyst i n i t i a l p r o f i c i e n c ydemonstrat ions (as s p e c i f i ed in SW-846 and Paragon LQAP, RevisionA Section 14.2.2.2)
Unsa t i s f a c t o ry
Reference A u d i t F i n d i n g Report ( A F R ) N o . 0 2

15 . LABORATORY SAFETY
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Washington
W A S H I N G T O N G R O U P I N T E R N A T I O N A L , I N C . Q U A L I T Y A S S U R A N C E

AUDIT REPORT NO. RAC-V-01-01
__________________________________________ Date 05^08/01

The Paragon Laboratory S a f e t y protocol s were reviewed by both visual i n s p e c t i o n of laboratoryareas and of in p lace programs. In general , the laboratory s a f e t y programs and personnelexhibit adequate knowledge to s a f e l y p e r f o r m their as s igned duties. H e a l t h and s a f e t y trainingwas reviewed for various laboratory personnel. The Paragon medical surveillance program,which is inclusive of an annual physical examination for all employee s , engaged in laboratoryact iv i t i e s , is required by procedure. T r a i n i n g records indicate that no Paragon per sonnel havebeen given an annual phys ical as s p e c i f i e d in the LQAP.
U n s a t i s f a c t o r y .
Reference Audi t F i n d i n g Report (APR) No. 02

1 6 . L A B O R A T O R Y W A S T E D I S P O S A L
The labora tory waste d i s p o s a l was reviewed for various waste streams. The waste streamsthat are being generated are now of s i g n i f i c a n t enough quantities to c l a s s i f y the laboratory as alarge quantity waste generator. Current ly the LQAP Section 16.2 c l a s s i f i e s Paragon Laboratoryas a small quanti ty waste generator, which does not coincide with the current waste generator
c l a s s i f i c a t i o n .
U n s a t i s f a c t o r y
Reference A u d i t F i n d i n g Report (APR) No. 01

17 . P R O C U R E M E N T C O N T R O L
Various procurement records were reviewed to assure l e g i b i l i t y , t rac eab i l i ty to associated itemsand, that they accurately r e f l e c t the work accompli shed. Procurement records indicate thatsecondary source s tandards are being purchased from a d i f f e r e n t s u p p l e r than primarys tandards. A d d i t i o n a l l y , some procurement documents are not being reviewed or approved bycognizant supervi s ion for q u a l i t y a f f e c t i n g requirements such as , C e r t i f i c a t e s o f C a l i b r a t i o n ,c e r t i f i c a t e s o f pur i ty , N I S T trac eab i l i ty etc.
U n s a t i s f a c t o r y Compl iance .
Reference A u d i t Observation Report (AOR) No. 01
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^Washington W A S H I N G T O N G R O U P Q U A L I T Y
A S S U R A N C E

' A U D I T F I N D I N G REPORT
A U D I T NO.: RAC-V-01-01AFR No.: 01

Page 1 of 2
A C T I V I T Y : Environmental Laboratory A u d i t
O R G A N I Z A T I O N : Paragon A n a l y t i c s Incorpora t ed

C L I E N T : U . S E P A Response ActionContract (RAC)
REPLY DUE D A T E : 7/8/01

STATEMENT OF REQUIREMENTS: Paragon Analy t i c s , Laboratory Qual i ty Assurance P l a n Revision 4 ,dated 02/99, Sec t i on 1.5.1 states, "The LQAP is main guidance document for laboratory operat ions whenthere exi s t s no other pro j e c t or program-spe c i f i c requirements to which the labora tory must conform. T h i sdocument will be reviewed and u p d a t e d at a minimum fr equency of once every two years or more f r e q u e n t l yif there are s i g n i f i c a n t changes in procedures or c a p a b i l i t i e s in the laboratory." __
FINDING: Contrary to the above requirements: See Attached Page 2
F i n d i n g C l a s s i f i c a t i o n : [ ] M a j o r [ X ] Minor P A A A R e p o r t a b l e Y e s ( ] N o [ X ]

R E C O M M E N D E D CORRECTIVE ACTION: See attached page 2 .

You are requested to f u r t h e r inve s t igate the finding(s) to i d e n t i f y the cause and e f f e c t of thec o n d i t i o n ( s ) in order to determine the extent of corrective action required. The resul t s of theinves t igation are to be considered in your r e p l y .
A U D I T O R : DATE.

C O R R E C T I V E A C T I O N R E S P O N S E :(Attach add i t i ona l sheets as necessary)
A. Action taken/propos ed to correct f i n d i n g s :

B, Cause of Condi t i on and Corrective Action to prevent recurrence:Cause:

Corrective Action:

C. Complet ion Dates: (A:_
SIGNATURE______________ T I T L E DATE

E V A L U A T I O N O F R E S P O N S E
Accept
Reject

S I G N A T U R E / T I T L E D A T E

V E R I F I C A T I O N O F I M P L E M E N T A T I O N
Accept t 1
Reject [ ]

Not Required [ ]

S I G N A T U R E / T I T L E DATE
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Washington W A S H I N G T O N GROUP Q U A L I T Y
A S S U R A N C E

' A U D I T F I N D I N G REPORT
AUDIT NO.: RAC-V-01-01
APR No.: 01 Page 2 of 2

FINDING: Contrary to the above requirements, it was determined that:
1. Paragon Analyt i c s , Laboratory Quality Assurance Plan Revision 4, dated 02/99. has not been revised sinceFebruary 1999. The Paragon A n a l y t i c s , Laboratory Qual i ty Assurance P l a n has not been upda t ed orrevised since February 1999 which exceeds the minimum review and u p d a t e d frequency as s p e c i f i e d in theLQAP. During the course of the a u d i t , W a s h i n g t o n G r o u p had noted many discrepancies between whatwas stated in the LQAP and what is currently being practiced in the laboratory.
2. The f o l l o w i n g discrepancies were noted:

Paragon A n a l y t i c s LQAP Revision 4 Sect ion 16.2 - Laboratory Waste Disposal
W a s t e Storage: "Paragon is c l a s s i f i e d as a smal l quanti ty generator, and generates between 100kg and1000 kg of waste per month. Because of th i s rate of waste generation, waste materials created at thelaboratory may accumulate on the site for a maximum of nine months, d e p e n d i n g upon location of theTemporary Storage and Disposal Facil i ty." Contrary to this requirement, P a r a g o n ' s waste generatorc l a s s i f i c a t i o n has changed f rom a small quanti ty generator to now a large quant i ty waste generator, which isnot accurately r e f l e c t ed in Section 16.2 of the LQAP.
Paragon Analytic s LQAP Revision 4 Section 15.1 - Laboratory S a f e t y
H e a l t h and S a f e t y Train ing - The goal of H e a l t h and S a f e t y (H&S) training is to ensure that the laboratory
personnel have adequate knowledge to s a f e l y p e r f o r m their assigned dut i e s . T h i s t r a i n i n g is presented byl a b o r a t o r y ' s H&S O f f i c e r H e a l t h and S a f e t y training is provided to each employee as soon as pos s ib l e a f t e rb e g i n n i n g work. The components of th i s course inc lude , but are not l imi t ed to the f o l l o w i n g :

An e x p l a n a t i o n of the Medi ca l S u r v e i l l a n c e Program, which i n c l u d e s annual phys ical for allemployees engaged in laboratory activities."
Standard Operat ing Procedures LQAP Revision 4, Sect ion 1.5.2
"Standard O p e r a t i n g Procedures ( S O P s ) are documents that describe in de tai l how laboratory procedureswi l l be p e r f o r m e d by the staff. SOPs wi l l be reviewed and u p d a t e d at a minimum frequency of once everytwo years or more f r e q u e n t l y if there are s i gn i f i can t changes (e.g., SW-846 update)."
Contrary to the above requirement, biannual u p d a t e s or revisions to the f o l l o w i n g S t a n d a r d O p e r a t i n gProcedures were not revised at the minimum biannual frequency as s p e c i f i e d :
SOP 409, Revision 0, dated 02/15/1999- Analysi s of Polychlorinated Biphenyls ( P C B s ) By GasChromatography - Method 8082
SOP 525, Revision 4, dated 0 2 / 1 2 / 1 9 9 9 - Determination of V o l a t i l e C o m p o u n d s By GasC h r o m a t o g r a p h y / M a s s Spectrometry - Method 8260B and Method 624
R E C O M M E N D E D C O R R E C T I V E A C T I O N :
Paragon Analyt i c s Inc. should revise the LQAP to re f l e c t the current manner in which business is beingconducted in the laboratory. S t a n d a r d O p e r a t i n g Procedures should also be revised in a t ime ly manner.Since the LQAP is the basic document that represents an overview of laboratory func t i on s , these proceduralpro toco l s shou ld accurate ly r e f l e c t the m e t h o d o l o g i e s used throughout the laboratory.
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July 23, 2001

Mr. Paul Bell
Washington Group International
5555 Greenwood Plaza Blvd., Suite 100
Englewood, CO 80111
RE: On-Site Audit of Paragon Analytics, Inc. -May 08, 2001Paragon's Corrective Action Plan ForQualify Assurance Audit Report No. RAC-V-01-Q1
Dear Mr. Bell:
On June 12 Paragon received Washington Group International's audit report
of June 08. We have reviewed the seven (7) minor F i n d i n g s and two (2)
Observations and I am writing to provide Paragon's proposed corrective
action plan. Per our agreement of July 19, Paragon will submit a f ina l
corrective action report and support ing documentation to demonstrate closure
of all Finding s and Observations by September 30.
F o l l o w i n g are Paragon's preliminary responses to the seven (7) minor
F i n d i n g s and two (2) Observations.

APR No. 1
Root Cause of Finding: Paragon's Laboratory Quality Assurance Plan
(LQAP), Revision 4, was publi shed in February 1999. Paragon
acknowledges that the LQAP should have been revised by February 2001, per
our internal requirements. As Revision 5 has not yet been published, current
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laboratory practices are not consistently re f l e c t ed . In particular, Sections
16.2, 15.1, and 1.5.2 do not re f l e c t current practices.
Paragon acknowledges that SOPs 409 and 525 should have been revised in
February 2001, per our internal requirements. Paragon notes that current
practices are compliant with the SW-846 methods referenced by these two (2)
SOPs.
Proposed Corrective Action Plan: Paragon will review and revise all
sections of the LQAP and SOPs 409 and 525 to r e f l e c t current practices.
Paragon will provide documentation of the revised documents by Sep t ember30,2001.

AFR No. 2
Root Cause of Finding: Paragon acknowledges that training f i l e s are not
comple te for all employees and that language in our LQAP (section 14) must
be revised to re f l e c t current organization of training records.
Proposed Corrective Action Plan: During the past 18 months, the QA
Department has focused on reorganizing its system of f i l i n g and tracking
training records. Training records are now organized into three (3) areas:
quality assurance, health and sa f e ty, and departmental. Each employee hastwo (2) dedicated training f i l e s : quality assurance and health and sa f e ty.
Paragon will continue to organize and document training records for eachemployee to ensure that each employee' individual f i l e contains: academic
qual i f i ca t ions; training seminars; test results; and a resume or qual i f i ca t i on s
form.
Training records are also organized according to topic (e.g., SOP review,LQAP review, IPR, departmental training) and these kinds of records are
f i l e d in separate binders, not in the e m p l o y e e ' s individual f i l e . Paragon
believes that some of the auditors comments recorded in this f i n d i n g may be
the result of a misunderstanding. The auditors were provided objective
evidence of departmental training (e.g., IPRs, method training); however,
these documents were organized according to m e t h o d / t o p i c and were not
f i l e d in each e m p l o y e e ' s f i l e as expected. Paragon apologizes for the
confused presentation.
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In add i t i on to the physical reorganization of training records, Paragon is
developing a database interface that wi l l s upp l emen t and/or replace the
checkli s t s , Word documents and spreadsheet system currently used to
manage and track training requirements.
Paragon will review and revise the language in the L Q A P , Sect ion 14, to
r e f l e c t current organization and tracking systems for training records.
Paragon will provide documentation of the revised document by Sept ember
30,2001.

AFR No. 3Root Cause of Finding: Paragon's Laboratory Quality Assurance Plan
(LQAP), Revision 4, was published in February 1999. As Revision 5 has not
yet been publ i shed , current laboratory practices are not consi s t ent ly r e f l e c t e d .
As noted in this Finding, Sec t i on 9 of our LQAP does not r e f l e c t current
practices for evaluating and updating control l imit s .
Proposed Corrective Action Plan: Paragon will review and revise the
language in the LQAP, Sect ion 9, to r e f l e c t current practices for evaluating
and updat ing qc limits. Paragon's current practice is to evaluate control l imit s
and warning l imi t s for surrogates and spiking compounds every quarter.Intralaboratory historical control limits are updated as required (e.g.,
annually). Paragon notes that review and revision of intralaboratory historical
may have no direct impact on our clients. As a f ederal programs laboratory
we are most frequent ly required to evaluate data against predetermined qc
limits, not intralaboratory historical l imit s . Paragon will provide
documentation of the revised document by Sept ember 30,2001.

AFR No. 4Root Cause of Finding: The GC/MS pump and GC OI purge and trap
apparatus were not properly tagged, per Paragon's SOP 319, to indicate mat
the items were out of service.
Proposed Corrective Action Plan: The QA Department placed out of
service tags on these instruments on May 08,2001 and verified that no other
tags were required in the laboratory.
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On June 12, The QA Department no t i f i e d all Department Managers that their
personnel must review SOP 319 and document review of this SOP.
Paragon will submit representative documentation of the SOP review bySeptember 30,2001.

AFR No. 5Root Cause of Finding: Paragon believes that this Find ing is the result of a
misunderstanding and that the NCR process is e f f e c t i v e as des igned andimplemented.
Proposed Corrective Action Plan: F o l l o w i n g is P a r a g o n ' s practice of
init iat ing and comple t ing NCR forms, which is compliant with our LQAP and
SOP 928. The NCR Form is completed as f o l l o w s :1. The employee who discovers the discrepancy initiates the NCR Form and

describes the cause of the discrepancy ( S e c t i o n I). The employee signs the
NCR Form and forwards it to the Project Manager.2. The Projec t Manager reviews the document to determine whether the client
should be informed of the situation. The Project Manager and/or clientdetermine the corrective action to be f o l l o w e d and records it on the form(Sect ion II). The Project Manager signs the NCR Form and forwards it tothe Quality Assurance Manager.3. The Quality Assurance Manager reviews the document to determine
whether the corrective action proposed and/or demonstrated is acceptable
and adds additional comments, if necessary. The Quality Assurance
Manager approves and signs the NCR Form.

4. The Quality Assurance Manager copies the completed NCR Form and
distributes four (4) copies to the: department; Operations Manager; Project
Manager, and Reporting Group, if app l i cab l e .5. The case narrative has not been written at the time the NCR Form is
initiated and completed. As designed, the NCR Form is writtenimmediately and resolution is determined and demonstrated as soon aspossible. The case narrative is written when the data and forms are
compiled.6. All work orders are reviewed by the department (two independent reviews);
Reporting Group; and Project Manager. It is the responsibil i ty of each ofthese groups to ensure that the di spos i t ion of the NCR Form is f o l l o w e d and
documented in the case narrative and that the NCR Form is included with
the work order.
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Given these four (4) l eve l s of review, Paragon is conf ident that the NCR
process is e f f e c t i v e . No corrective action is proposed for this Finding.

APR No. 6Root Cause of Finding: The schedule of internal audits presented was
outdated and mi s l eading. For e xampl e , the l i s t of audi t s noted in the auditor's
report included topics for internal audit s that were not per formed.
Paragon uses several kinds of documents as a script (or worksheet) for
internal audits. These documents include SOPs, promulgated methods,
forms, and/or formal checklists, as appropriate . Annotated copies of SOPs,
promulgated methods, forms, and/or formal checklists are available in the
Internal Audit Binder.
Proposed Corrective Action Plan: Paragon will revise the internal audit
schedule to d i f f e r e n t i a t e between internal audits that were actually performed
and those proposed. In addition, Paragon will review SOP 937 to ensure that
it describes current practices. Paragon will submit the revised schedule and
SOP by September 30, 2001.

APR No. 7
Please see Paragon's response to AFR No. 5.

APR No. 1
Root Cause of Finding: Paragon's Laboratory Quality Assurance Plan
(LQAP), Revision 4, has not been revised since February 1999. As Revision
5 has not yet been publ i shed, current laboratory practices are not consistently
r e f l e c t e d . As noted in this F i n d i n g , Sect ion 17 does not re f l e c t current
practices for receipt verification of standards, solvents and acids.
Proposed Corrective Action Plan: Purchase orders for routine items (such as
standards, solvents, and acids) are not reviewed by the QA Department. TheDepartment Manager is responsible for ensuring that the correct item hasbeen ordered and received. As primary and secondary source standards are
verified against each other upon receipt, a discrepancy by the vendor will be
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detected and the standard returned immediately. Our experience
demonstrates that the current system is e f f e c t i v e and that review by the QA
Department is unnecessary.
P a r a g o n ' s practice for receipt veri f i cat ion does not involve concentrating
solvents or acids to a reduced volume. Paragon only purchases solvents and
acids of the highest qual i ty (e.g., trace metal s grade mineral acids, p e s t i c i d e
grade hexane, h p l c grade water). Review of method blanks and TIC reports
demonstrates no interferences/contaminants f rom solvents or acids.
There f o r e , Paragon eliminated the practice of analyzing reduced volumes of
solvents.
P a r a g o n ' s proposed corrective action p l a n is to updat e the LQAP to r e f l e c t
current practices. Paragon will provide documentation of the revised
document by September 30, 2001.

APR No. 2
No response is required.

In c los ing, Paragon acknowledges that the minor Finding s and Observations
represent administrative issues that must be corrected. The items listed by the
auditors do not a f f e c t P a r a g o n ' s abi l i ty to produce compliant data. Paragonis committed to resolving the issues cited and wil l provide documentation of
all corrective actions by September 30, 2001.
Paragon extends our thanks for your time and consideration of the proposed
corrective actions. Please contact me at 970 490 1511 if you have any
questions or need additional information.
Sincerely,

Debra Henderer
Quality Assurance Manager
Paragon Analytic s , Inc. J:\audu\wgi\0723ontr.doc
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